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FOREWORD 


Among its duties under the Rules of the House of Representatives, 
the Committee on Government Operations is required to study “the 
operation of Government activities at all levels with a view to deter- 
mining its economy and efficiency” and to evaluate “the effects of 
laws enacted to reorganize the legislative and executive branches of 
the Government.” Pursuant to this requirement, the committee has 
undertaken continuous studies of economy and efficiency in the execu- 
tive departments and regulatory agencies. Three principal factors 
that affect economy and efficiency of Government operations are admin- 
istrative organization, procedure, and practice. 

As part of its pr esent study, the committee prepared a comprehen- 
sive questionnaire dealing with these three factors and asked the 
executive departments and regulatory agencies to reply to it. 

In the present publication the committee makes available the agen- 
cies’ own views of their powers, organization, and decision- making 
processes as reflected in the responses to the committee’s questionnaire. 
A report summarizing these responses and indicating major current 
and recurring problems of administrative procedure icine the 
economy and efficiency of Government operations will follow. 
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SURVEY AND STUDY OF ADMINISTRATIVE ORGAN- 
IZATION, PROCEDURE, AND PRACTICE IN THE 
FEDERAL AGENCIES 


PART 4—DEPARTMENT OF HEALTH, EDUCATION, 
AND WELFARE 


(Letter from Hon. William L. Dawson, chairman, House Govern- 
ment Operations Committee, to the Secretary of Health, Education, 


and Welfare.) 


NoveMBER 19, 1956. 
Mr. M. B. Foisom, 
Secretary, Department of Health, Education, and Welfare, 

Washington, D.C. 

Dear Mr. Fotsom: In performance of its duties under the Rules of 
the House of Representatives, the Committee on Government Opera- 
tions is undertaking a survey and study of administrative organiza- 
tion, procedure, and practice in the Federal agencies. We are en- 
closing a questionnaire and we request that you furnish the com- 
mittee the answers to the questionnaire on the dates shown in the 
following schedule: Section I: Rulemaking, December 20, 1956; 
Section II: Adjudication, January 15, 1957; remaining sections, 
February 15, 1957. Please send 12 copies of your replies to the com- 
mittee. 

Sincerely yours, 
Wituram L. Dawson, Chairman. 
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QUESTIONNAIRE SUBMITTED TO THE DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE BY THE EXECUTIVE AND LEGIS- 
LATIVE REORGANIZATION SUBCOMMITTEE OF THE HOUSE 
GOVERNMENT OPERATIONS COMMITTEE 


PREFACE 


Government operations involve procedure and subject matter. The 
Congress and the public are vitally interested in the achievement of 
the purposes for which legislation is enacted. Government exists to 
achieve public purposes. The procedures of Government determine 
so largely the nature of public programs that the Congress and the 
public must have a knowledge and understanding of Government 
procedures if they are to evaluate Government programs and make 
the decisions which self-government requires. In Government, par- 
ticularly, the means or procedures cannot be divorced from the ends 
or the purposes. 

Under the rules of the House of Representatives the Committee on 
Government Operations has the duty of overall study of matters of 
organization and operations in the Federal departments and agencies. 
Accordingly, the committee is sending this questionnaire to most of 
the Federal departments and agencies. The purpose is to gather 
information on present Government procedures especially as they 
affect the public by whom and for whom our Government has been 
established. The committee expects to make the information 
gathered available for the use of Members of the Congress and _ the 
public. 


QUESTIONNAIRE ON ADMINISTRATIVE ORGANIZATION, 
PROCEDURE, AND PRACTICE 


InrropuctoryY Norte 


In answering this questionnaire the following considerations apply 
as guidelines: 

The term “agency” means each officer, employee, or other person 
or persons vested with power under authority of the United States 
of America to act in the form of rulemaking, adjudication, or any 
other type of action, and whose actions have the force and effect of 
law or are binding and controlling in any manner whatsoever under 
the authority of the United States of America. 

These questions apply not only to the more customary forms of 
agency rulemaking and adjudication, but to all forms of agency action, 
including (a) the granting and administration of contracts, loans, 
licenses, benefits, etc.; (6) the statutory and agency terms, conditions, 
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and procedures under which such grants are made and administered; 
and (c) the statutory and agency terms, conditions, and procedures 
for revocation, withdrawal, and termination of such grants. By way 
of example, the statutory and agency standards for the making of 
loans or contracts should be considered, the statutory and agency 
standards and procedures for the imposition of loan or contract terms 
and conditions, whether by general rule or in individual cases, the 
statutory and agency standards and procedures for loan or contract 
termination, and all agency action pursuant to such standards and 
procedures in individual cases. 


1. RuLEMAKING 


What legislative or quasi- “legislative powers—often referred to as 
Ailemasditnie- ea your agency exercise? 

(a) Give statutory reference to, and brief description of, each 
such power. 

(t) Who is authorized by statute to exercise it? 

(c) If delegated by or within your agency, what office or organ 

—— unit is authorized to exercise it? 

To what extent are the functions of your agency performed 
sisi to a general grant of authority to make any or all rules 
necessary for the administration of the relevant act. Please set forth 
the statutory provisions. 

3. Describe for each of the categories listed in 1 through x1 rule- 
making process followed as to— 
(a) Manner of collection of data for determination. 
(6) Extent of notice to interested persons. 
(c) Hearing and extent of public participation therein. 
(d) Extent of agency statement of reasons for rules adopted. 
(e) Manner of public or other dissemination or availability of 
vibes. 
1. Procedural rules. 
Substantive rules. 
111. General statements of policy. 
1v. Interpretative rules. 

Statements of the general course and method by which functions are 
channeled and determined. 

vi. Rules relating to the availability of information to the public and 
public access to or denial of matter contained in the agency’s files. 

vit. Rules relating to public property, including the use and disposi- 
tion of land. 

vit. Rules relating to the making of loans to public or private parties. 

1x. Rules relating to the making of grants of public funds to private 
and public parties for rehabilitation, educational, and other purposes. 

x. Rules or instructions relating to standards for negotiation of and 
the grant of contracts. 

x1. Practice manuals for field or other agency personnel explaining 
the law administered or the agency’s policies thereon. 

xt. Rules of practice. 

x11. Rules relating to agency management, organization, and per- 
sonnel. 
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4. Set forth any statutory provision relating to any rulemaking 
function of your agency requiring: 
(a) Notice. 
(6) Hearing. 
(c) Record of the hearing. 
In each case, indicate the type of notice given, the type of 
hearing afforded, and the type of record kept. 

5. Describe briefly, citing pertinent statutory and other authority 
therefor, the procedures or practice of your agency insofar as they are 
not covered in your answers to question 3, for: 

(a) Written submissions of views. 

(6b) The forms for written submissions. 

(c) Oral submissions. 

(d) Intervention. 

(e) Consolidation of proceedings. 

(f) Initial or recommended decisions; and 
(g) Appeals therefrom. 

6. (a) Has your agency afforded public participation in rulemaking 
when not required by statute to do so? If,so, please explain fully, 
giving reasons for the agency action. 

(6) In what situations, despite a statutory requirement for notice 
or hearing, does your agency find that notice and public participation 
are impracticable, unnecessary, or contrary to the public interest? 

7. Describe briefly the circumstances and procedures whereb 
existing (a) rules, and (6) rulemaking procedures are modified, 
amended, repealed, or suspended in particular cases. Are these pro- 
cedures uniform or are they ad hoc.—explain and specify? 

8. Describe briefly the procedure, and subsequent action or pro- 
ceeding thereon, whereby your agency accords any interested person 
the right to petition for the issuance, amendment, or repeal of a rule. 

During the years 1955 and 1956, how many petitions relating to 
rulemaking did your agency receive and how many modifications in 
rules were based on such petitions? Compare with number of similar 
actions initiated by the agency. 

9. What proportion of the rules made by your agency involve: 

(a) Any military, naval, or foreign affairs function of the 
United States; or 

(6) Any matter relating to agency management or personnel; or 

(c) Public property, loans, grants, benefits, or contracts. 

Please set forth the statutory basis for your classification, if any. 

The Administrative Procedure Act does not require notice or public 
rulemaking proceedings concerning the matters listed above. Do you 
regard public participation in any of these matters as desirable? If 
not, please state why. Does your agency use advisory groups in 
formulating such rules? If so, please state the reasons therefor and 
the extent of such use. 

10. (a) Is it the practice of your agency to accompany any rule 
issued after informal proceedings with a recital that all relevant matter 
presented to the agency has been considered? If so, do you list sub- 
missions or categorize them in the recital? 

(b) Do your rules of procedure designate the type of submission 
which the agency will consider as relevant? 
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11. (a) Describe the general circumstances under which your agency 
finds good cause for making the effective date of a rule less than 30 
days after its publication or service and set forth all such rules promul- 
gated during the last 2 years. 

(6) Under what circumstances has your agency found that the re- 
quired publication of any substantive rule need not be 30 days prior 
to its effective date because the rule was one granting or recognizing 
exemption or relieving restriction? Please set forth all such rules 
promulgated within the last 2 years. 

12. Does your agency have specific statutory authority to issue 
emergency rules? If so, please set forth the statutory provisions and 
all such rules promulgated during the last 2 years. 

13. Describe in summary form, by classes or groups, the rulings 
issued during the years 1955 and 1956, and submit representative 
copies of rulings. 

14. As to each rulemaking power, comment on the adequacy— 
either in statutory language or in legislative history—of the congres- 
sional standards so being implemented : 

(a) Is the meaning and intent of the Congress sufficiently clear 
and easily susceptible of implementation? 

(6) What problems of meaning have you encountered? 

(c) Have the congressional standards been changed in the 
course of your agency’s administration of them as the need for 
change or greater clarity has appeared? Give the nature and 
background of the changes. 

(dq) In what areas is the action of your agency by law com- 
mitted to agency discretion? Specify the statutory language 
involved. 

(e) Where matters are left to agency discretion, are there any 
areas in which you believe greater statutory specification of 
standards would be desirable? If so, specify. 

(f) What, if any, attempt has been made by vour agency to 
secure or to draft legislation designed to rectify such defects? 


II. ApsupIcATION 


1, What judicial or quasi-judicial powers- often referred to as ad- 
judication—does your agency exercise? 

(a) Give statutory reference to, and brief description of, each 
such power. 

(6) Who is authorized by statute to exercise it? 

(c) If delegated by or w ithin your agency, what office or organ- 
ee unit is authorized to exercise it? 

To what extent are the functions of your agency performed pur- 
sie to a general grant of authority to make any or all adjudications 
necessary for the administration of the relevant act? Please set forth 
the statutory provisions. 

3. Describe briefly for each category, 1 through vu, citing pertinent 
authority therefor, the proc edural practices and rules in every class 
of adjudication by your agency required by statute or the Constitu- 
tion to be determined on the record after opportunity for an agency 
hearing for: 

(a) Notice to parties. 
(6) Intervention. 
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(c) Complaint, application, declaration, or similar pleading. 

o Answer, reply, or similar responsive pleading. 

(e) Amendments and supplemental pleadings. 

j) Motions. 

(g) Prehearing and pretrial conference and agreement. 

(h) Voluntary withdrawal or dismissal of proceedings by re- 
— of private parties. 

) Discont:nuance or dismissal of proceedings by agency 

pane 

(7) Consent orders. 

(k) Default adjudication. 

1. Proceedings in general between private parties in which the Govern- 
ment is not directly a party. 

11. Proceedings in general in which the Government directly is a party 
tu the proceeding. 

111. Decisions and/or opinions relating to the availability of informa- 
tion to the publie and public access to or denial of matter contained in the 
agency's files. 

Decisions and/or opinions relating to publie property, including 

the use and disposition of land. 

Decisions and/or opinions relating to the making of loans to public 
or private parties. 

vi. Decisions and/or opinions relating to the making of grants of 
public funds to private and public parties for rehabilitation, educational, 
and other purposes. 

vil. Decisions and/or opinions relating to contract disputes and stand- 
ards for negotiation of and the grant of contracts. 

4. Set forth any statutory provision relating to any adjudication 
function of your agency requiring: 

(a) Notice. 

(6) Hearing. 

(c) Record of the hearing. 

In each case, indicate the type of notice given, the type of 
hearing afforded, and the type of record kept. 

5. Describe briefly, citing pertinent authority therefor, the pro- 
cedures or practice of your agency insofar as they are not covered in 
your answers to question 3, for: 

(a) Written submission of views. 

(B) The forms for written submissions. 
(c) Oral submissions. 

(d) Intervention. 

(e) Consolidation of proceedings. 

(f) Initial or recommended decisions. 
(g) Appeals therefrom. 

6. (a2) Has your agency afforded full adjudication of disputed 
administrative actions w hen not required by statute to do so? If so, 
please explain fully, giving reasons for the agency action. 

(6) In what situations, despite a statutory requirement for notice 
or hearing, does your agency find that notice and public participation 
are impracticable, unnecessary, or contrary to the public interest? 

Describe briefly the circumstances and procedures whereby 
decisions and/or opinions are modified, amended, repealed, or 
suspended in particular cases. Are these procedures uniform or are 
they ad hoc—explain and specify. 
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8. Describe briefly the procedure, and subsequent action or pro- 
ceeding thereon, whereby your agency accords any interested person 
the right to petition for an adjudication or the amendment or setting 
aside of same. During the years 1955 and 1956, how many petitions 
did your agency receive and how many adjudications, amendments 
of same, or ‘setting aside of same were based on such petitions? Com- 
wor with number of similar actions initiated by the agency. 

What proportion of the adjudications made by your agency 
aaveiea 

(a) Any military, naval, or foreign affairs functions of the 
United States. 

(6) Any matter relating to agency management or personnel. 

(c) Public property, loans, grants, benefits, or contracts. 

ee set forth the statutory basis for your classification, if any. 

(a) Isit the practice of your agency to accompany any ‘adjudica- 
eats made after informal proceedings with a recital that all relevant 
matter presented to the agency has been considered? If so, do you 
list submissions or categorize them in the recital? 

(6) Do your rules of procedure designate the type of submission 
—e the agency will consider as re evant? 

Describe briefly, including pertinent references to your answers 
to vided 3 and citing authority, the procedure within your agency 
for adjudicating cases which involve: 

(a) Any matter subject to a subsequent trial of the law and 

the facts de novo in any court. 

(6) Agency findings of fact final with appeal on law. 

(c) Your agency acting as an agent for a court. 

(d) Proceedings in which decisions rest solely on inspections, 
tests, or elections. 

(e) The conduct of military, naval, or foreign affairs functions. 

(f) Public property, loans, grants, benefits, or contracts. 

(g) The certification of employee representatives. 

12. What proportion of the adjudication by your agency falls within 
each of the categories set forth in question 11? Include reference to 
pertinent parts of your answers to question 9. 

13. What proportion of the adjudication by your agency is not 
required by statute to be determined on the record after opportunity 
for agency hearing? Please list the types of adjudication involved. 

14. As to each adjudication function, comment on the adequacy— 
either in statutory language or in legislative history—of the congres- 
sional standards so being iuplemented: 

(a) Is the meaning and intent of the Congress sufficiently clear 
and easily susceptible of implementation? 

(6) What problems of meaning have you encountered? 

(c) Have the congressional standards been changed in the 
course of your agency’s administration of them as the need for 
change or greater clarity has appeared? Give the nature and 
background of the changes. 

(d) In what areas is the action of your agency by law committed 
to agency discretion; please specify the statutory language 
involved. 

(e) Where matters are left to agency discretion, are there any 
areas in which you believe greater statutory specification of 
standards would be desirable? If so, please specify. 
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(f) What, if any, attempt has been made by your agency to 
secure or to draft legislation designed to rectify such defects? 
Under what circumstances does your agency find that time, the 
nature of the proceeding, and the public interest do not permit the 
agency to afford all interested parties opportunity for the submission 
and consideration of facts, arguments, offers of settlement, or proposals 
of adjustment? 

16. (a) Does the agency give recognition to the right of persons to 
be represented by an attorney? 

(6) Where such representation is known to the agency, what is the 
ae edure for effecting notices or service? 

What procedures does the agency have for serving or publicly 
whioaiiin matters which may affect the interest of other persons 

To what extent does your agency encourage the parties to reach 
a determination of the controversy by consent? Indicate the pro- 
portion of cases so determined during the past 2 vears. 

19. Does your agency issue declaratory orders? If so, please set 
forth any agency rule thereon and the number and type of requests 
for declaratory orders received during the past 2 years. 

20. If your agency does not provide by rule for the issuance of 
declaratory orders please state the reasons for not doing so. 

21. What specialized procedural steps have been developed by your 
agency to improve or expedite the adjudicatory functions of your 
agency. Please evaluate the desirability of extending such practices 
to other agencies. 

22. What proportion of the adjudication by your agency is based 
on (a) questions concerning the violation of rules and (6) matters 
to be decided in the particular case? Does your agency follow case 
ee ate in deciding matters within the second class? 

If the agency has trial examiners, how many examiner decisions 
were sane d during 1954, 1955, and the first 9 months of 1956? 

24. How many decisions were entered at agency level in contested 
proceedings during 1954, 1955, and the first 9 months of 1956? 

25. How many hearings were conducted directly by the agency dur- 
ing 1954, 1955, and the first 9 months of 1956? 

26. (a) During the calendar years 1954 and 1955, in how many cases 
did the agency sit for the reception of evidence? 

(6) During the same period, how many trial examiner decisions were 
filed? 

(c) During the same period, how many decisions were entered by 
the agency upon review of trial examiner decisions after the filing of 
exc eptions? 

27. State the average period of time that the cases which were 
decided during the calendar year 1955 were pending before the agency. 
28. Of the total cases decided during the calendar year 1955, give: 

(a) The average time pending before the agency prior to assignment 
to the trial examiners. 

(b) The average time the case was before the trial examiner in hear- 
ing and report. 

(c) The average time the case was before the agency on review. 

29. Estimate the division of time at agency lev el between rulemak- 
ing functions and judicial functions and ‘all other functions. 

30. (a) List all petitions pending before the agency as of October 1, 
1956. 
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(6) State the average time that such petitions have been pending. 

(c) State the number of petitions acted upon by the agency during 
the first 9 months of 1956. 

(d) Give the division between the number granted and the number 
omen, 

To what extent does your agency follow the doctrine of stare 
decisis? Please indicate in what classes of cases you follow the doc- 
trine and in what classes you do not and state the policy, if any, 
which determines your decision. Include references to your answers 
to question 22 

In what manner and form does your agency make its decisions 
known and/or available to the interested parties and to the public? 
What is date of latest decision made available in each form of publi- 
sation to the general public? 


LIT. SeparATION oF FuNcTIONS 


1. Summarize the powers assigned by (1) statute and (2) Executive 
order to your agency, citing respective authority in cack case and 
classifying these powers as follows: 

(a) Executive (administrative). 

(6) Legislative (rulemaking). 

(c) Judicial (case adjudication). 

2. Describe the extent to which the power required to be exercised 
by the chief executive officials are delegated to subordinates. 

List the investigative and prosecuting duties of your agency. 

4. In what circumstances do officers, employees, or agents engaged 
in the performance of such investigation and prosecuting duties par- 
ticipate or advise in the making of recommended or initial or final 
decisions at the following stages 

(a) Informal or formal! hearing. 

(6) Appeal of initial or recommended decision. 

(c) Final decision by chief executive authority. 

5. In what. circumstances do chief executive officials of your agency 
participate personally in proceedings within your agency with respect 
to: 

(a) Initiating investigations. 

(b) Conducting investigations. 

(c) Preparing cases for prosecution after investigation. 

(d) Preliminary consultation and conference. 

(e) Participating in formal or informal hearing. 

6. What procedures are adopted by the chief executive officials 
within your agency to assure fair and unbiased adjudication of cases 
in which they have participated in either the investigative or prosecut- 
ing stage? 

7. In reviewing recommended or initial decisions of hearing officers 
or other officials, does your agency use the advice and services of any 
of the following: 

(a) An independent review staff, directly responsible to the 
chief executive officials and not part of any subdivision of your 
agency. 

(6) Bureaus, offices, and divisions which have participated 
in the investigation, prosecution, or formulation of the initial 
decision. 
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(c) Any other specialized or nonspecialized staff within the 
agency. 

(d) Its General Counsel or chief legal officer. 

(e) Advisory groups. 

Please amplify, citing relevant authority and extent of services 
and advice. 

8. What matters is your agency authorized by law to dispose of on 
ex ~ basis? 

To what extent and under what circumstances does your agency 
afford notice and opportunity for all parties to participate in the 
event that a presiding or dec iding officer consults any person on any 
question of fact or of law in issue? 

10. What interpretation has been placed by your agency on the 
provision that title 5, United States Code, section 1004 (c), shall 
not “be applicable in any manner to the agency or any member or 
me 7 ‘rs of the body comprising the age mney’? 

What provision is made to furnish the final adjudicating official 
(a) with a complete record of the case, and (6) a precis of the views 
of opposing parties and of agency investigating and trial staff? 


IV. Inspection or Recorps 


1. List the main categories of written submissions which are volun- 
tarily filed with your agency. 

What categories of documents or reports are required to be 
filed with your agency? Cite the provisions of statutes relied upon 
in a case. 

. What matters filed by persons are available for public inspection? 

. What is the method or practice of publicly announcing a filing 
of matters available for public inspection? 

What is the practice or method of making public information 
ndceubible to interested members of the public? 

What procedure does the agency have for publicly announcing 
the filing of applications or petitions which may affect the mterest of 
— persons? 

Is the vote taken on actions before your agency available for 
viatiiie inspection? 

8. What matters filed with your agency are not available to the 
public? Cite the statutory provision and/or regulation relied upon 
in each case of withholding. 

9. List what categories of documents the agency believes should 
not be available for public inspection. On what authority? 


V. WoRKLOAD AND STAFFING PATTERNS 


1. Describe the workload and backlog of your agency in the exercise 
of each of its ruleraking and adjudication powers. (Where the 
information requested in this section has been given in part above 
please make a cross-reference.) 

2. List the major steps and state the time required for each step in 
rulemaking and adjudication proceedings. Describe briefly the long- 
est and shortest proceedings during the years 1955 and 1956, giving 
reasons therefor as well as the usual time elapsed. 

3. State the number of rulemaking and the number of adjudication 
proceedings started and completed ‘during the years 1955 and 1956. 


95899—57—pt. jut 
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4. Describe briefly changes made in agency procedures over the 
last 5 fiscal years to expedite rulemaking and adjudication and the 
background for such changes. 

5. State the number and kinds of personnel engaged in rulemaking 
and in adjudication proceedings, by classes (economists, lawyers, 


statisticians, secretaries, clerks, etc.) 
VI. Untrormity oF ADMINISTRATIVE PROCEDURE 


1. Have you sought to make your agency’s procedures for rule- 
making and for adjudic ation uniform with those of other agencies of 
the Government? 

2. If so, describe briefly success attained and problems encountered. 

To what extent are the administrative functions of your agency 
performed pursuant to specific statutory procedures having specific 
application only to your agency? 


VII. Ruues ror Apmrission To PRACTICE AND FOR AVOIDANCE OF 
ConF.Lict oF INTERESTS 


Describe your rules for admission to practice before your agency 
and for representation. 

Describe your rules for avoidance of conflicts of interest, both 
for present agency members and employees and for former agency 
members and employees. 

Have you sought to make your agency’s procedures in these 
matters uniform with those of other agencies of the Government? 

4. If so, describe briefly success attained and problems encountered. 


VII. Exemptions From THE ADMINISTRATIVE PROCEDURE AcT 


Are any of your functions exempt from any of the provisions of 
the Administrative Procedure Act? 
2. If so, describe and state reasons therefor. (Where answers given 
above relate in whole or in part to this section please make cross- 
reference.) 


IX. Courr Decisions ArrectTING AGENCY FUNCTIONS 


Cite all major court decisions affecting agency procedural functions 

giving: 
. Reference to particular agency function affected including refer- 

ence to pertinent part of this questionnaire, and 

2. Synopsis of court opinion, and 

3. Explanation of modifications in agency practices adopted because 
of court decision including relevant dates of court decisions and of 
agency procedural changes, and nature of changes. 





DEPARTMENT OF HEALTH, EDUCATION, AND 
WELFARE 


Answer of the Department of Health, Education, and Welfare to 
questionnaire on administrative organization, procedure, and prac- 
tice submitted by the Executive and Legislative Reorganization 
Subcommittee of the House Government Operations Committee 


Tue Secretary or Heartu, Epucatrion, AND WELFARE, 
Washington, February 12, 1957. 
Hon. Witi1am L. Dawson, 
Chairman, Committee on Government Operations, 
House of Representatives, Washington, D. C. 

Dear Mr. CuarrmMan: In response to your letter of November 19, 
1956, there are transmitted to you herewith the answers prepared to 
the questions included in section 1 of the questionnaire on administra- 
tive organization, procedure, and practice insofar as these relate to 
the education, vocational rehabilitation, public assistance, children’s 
bureau, and Federal credit union programs. 

Sincerely yours, 
(Signed) M. B. Fotsom, Secretary. 
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OFFICE OF EDUCATION 


Part 1. RULEMAKING 

Norr.—The procedure for the final clearance and publication of all 
material to be published in the Federal Register is prescribed in the 
Department Order 106, part 3 of the General Administration Manual, 
chapter h: 3-00. 


The following rulemaking powers are exercised in the education 
programs : 


(a) (b) | (c) 
Vocational education program (20 U. 8. C. | Seeretary of Health, Edu- | Delegated to the Commis- 
17): Authorizes issuance of rules and regu- eation, and Welfare on sioner of Education 
lations necessary for administration of ree ommend ation of Com- 
vocational education program (Smith- missioner of Education. 
Hughes and George-Barden Acts) 
See. 205 (b) of Public Law 911, 84th Cong., | Commissioner of Educa- | None. 
authorizes the making of rules and regula- tion. 
tions governing the administration of the 
practical nurse training portion of the 
vocational education program. 
Schoo] assistance for feder: ally affected areas onus : ; 2 Do 
(20 U. S.C. 242 (b)): Authority to make 


such regulations as are necessary to carry 
out provisions of act. 

School construction in federally affected |_....do.-.-- pie Do. 
areas (20 U. S. C. 278 (b)): Authority to 
make such regulations as are necessary to 
earry out provisions of act. 


Library services program (sec. 8 (a) of | Commissioner of Education Do. 
Public Law 597, 84th Cong.): Authority | with the approval of the 
to prescribe such regulations as may be | Secretary of Health, Edu- 
necessary for the administration ofthe act. | cation, and Welfare. 

Land-grant college program (7 U. 8. C. | Secretary of Health, Educa- | Do. 





321-329): Issuance of rules governing ad- tion, and Welfare on rec- | 
ministration of land-grant college grant- | ommendation of Com- 
in-aid programs. | missioner of Education. 





2. All rulemaking functions exercised by the Office of Education 
are performed pursuant to general grants of authority. (See an- 
swers to 1 (a).) 

3. The questions relating to rulemaking process listed under (a), 
(5), (ce), and (d) do not lend themselves to precise replies in terms 
of the Office of Education programs. Such programs relate only to 
public grants and benefits, and no rulemaking process has been formu- 
lated in the terms anaes by these questions. (See, however, 
answers to questions 6, 8, and 9.) Insofar as part (e) is concerned, 
the Office of Education publishes all of its sentiadinin in the Federal 
Register, and, in addition, issues for the various programs adminis- 
trative releases for the use of the applicable State and/or local agen- 
cles receiving grants under any one or more of the programs adminis- 
tered by the Office of Education in the form of pamphlets and bul- 
letins containing such rules, together with implementing materials. 
These are sent to institutions and agencies, State and local, which 
participate in the respective programs. Such material is available 
in the Office of Education for inspection by any interested person. 

4. There is no statutory provision in any of the acts administered 
by the Office of Educ ation which requires the giving of notice, hear- 
ing, or record of hearing in carrying out its rulemaking functions. 

5. Office of Education programs are exempt frone section 4 of the 
Administrative Procedure Act, and no other provisions call for 
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formal procedures in the carrying out of rulemaking functions exer- 
cised by the Office of Education. Such procedures are not commonly 
used. : Or 

6. (a) While there is no statutory requirement for public partici- 
pation in the rulemaking functions exercised by the Office of Educa- 
tion, the Office invites the submission of views by State and local edu- 
cational agencies. Examples: In issuing regulations pursuant to the 
newly enacted library services program, conferences were held in re- 
cent months and were attended by representatives of State and local 
library agencies for the purposes of giving them an opportunity to 
review the tentative draft and suggest possible revisions. 

The Vocational Education Division of the Office of Education has, 
in the past, convened conferences composed of representatives of State 
vocational education agencies to review and comment on proposed 
revisions in the vocational education regulations. 

Such participation is informal, and the views received are of an 
advisory nature. It is felt that, in certain instances, problems of 
State law, administration, and finances can be avoided by giving State 
agencies and institutions an opportunity to present their views before 
the issuance of rules. 

(6) Not applicable, because no such statutory requirements. 

7. No specific procedures for such cases, except as indicated in 
attachment A. The extent of prior consultation with agencies to 
which grants are made would depend upon the nature and extent of 
the change. (See answer to 6.) 

8. All rulemaking authority relates to grants to State or local 
educational agencies and land-grant colleges. No particular proce- 
lure is required in order to request issuance, amendment, or repeal of 
arule. Officials representing such agencies often make requests orally 
to officials of the Office of Education or through a letter. In either 
case, the matter is appropriately considered. Those making such 
requests are, of course, entitled to be informed of the action taken, 
usually through a letter from the Commissioner or other appropriate 
official of the Office of Education. 

No statistical count has been kept of such requests, nor of the extent 
to which action has been taken on rules because of them. Also, there 
is no statistical record of the number of actions otherwise initiated. 

9. (a) None. 

(4) Assuming this relates to statements of the type published in 
the Federal Register, there has been no such publication within the 
2 preceding calendar years.: The exact, proportion of this type of rules 
in relation to total rules issued over a long period of time is a matter 
of opinion, but would not appear to exceed one-twentieth of all rules 
issued. 

(c) All other rules made by the Office of Education involve public 
grants or benefits. 

For statutory basis, see statutory citation in question 1. 

The Department does not have a general position relative to the 
above which can be stated categorically. It has found the use of ad- 
visory groups to be highly advantageous, but the composition of these 
groups must be dependent upon the type of program, and often upon 
subject matter within a program. Accordingly, it is important that 
the use of advisory groups in connection with the formulation of 
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rules of this type be planned according to the needs of particular pro- 
grams. Such groups can contribute more through informal discus- 
sions than by formal petition or the taking of testimony. This is 
especially true where the rules govern only grant relationships with 
identifiable State agencies or land-grant colleges or, in the case of 
school assistance for federally affected areas, local public educational 
agencies. Such agencies are able to keep informed regarding pro- 
gram developments, and channels have been developed whereby they 
can present their views to the Department. The character of the 
relationship is not, and should not, be one of adversaries, but, rather, 
one of cooperation for a common objective. Obviously, this is fostered 
through judicious use of advisory groups better than through hearing 
or other formalized rulemaking procedure. Examples of advisory 
groups: (1) National Council of Chief State School Officers. (2) 
National Association of State Directors of Vocational Education. (3) 
The Advisory Committee on the Library Services Act. 


11. (a) Not applicable, since the rulemaking functions are exempt 
from section 4 (c) of the Administrative Procedure Act. 

(6) See part (a). 

12. No. 

13. The rulings issued by the Office of Education in 1955 and 1956 
have all been concerned with the prescribing of procedures and condi- 
tions which are to be met by State and local agencies in applying for 
and receiving public grants and benefits authority under the various 
programs. 

Representative rulings issued in 1955 and 1956: 

1955: 

45 C. F. R. 109.1-109.7, 109.20: Filing and processing of applica- 
tions for school construction in federally affected areas. Issued 
October 12, 1955. 

45 C. F. R. 106.1-106.2 : Miscellaneous amendments affecting schoo] 
construction in federally affected areas and Federal financial 
assistance for current expenditures. Issued December 17, 1955. 

1956: 

45 C. F. R. 110.21: Deadline for filing applications for grants un- 
der school construction in federally affected areas. Issued 
June 21, 1956. 

45 C. F. R. 130.1-130.19: Requirements for State plans under 
library services program. Issued December 6, 1956. 


14. (a) Generally speaking, the overall meaning and intent of Con- 
gress in the enactments involved here are sufficiently clear and easily 
susceptible of application. It seems inevitable, however, that. in de- 
tailed implementation and application of a statute to a multiplicity of 
situations, problems of statutory interpretation will arise. It is 
usually possible to resolve such problems on the basis of the existing 
legal provisions. 

(6) A problem encountered recently by the Office of Education re- 
sulted from an amendment to the National Housing Act (Public Law 
1020, 84th Cong., sec. 511) which provides for taxation of so-called 
Wherry housing projects (i. e., privately owned housing constructed on 
Federal land), but requires the deduction from such taxes of any pay- 
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ments, determined by the Secretary of Defense, to have been made by 
the Federal Government with respect to such housing projects. As 
interpreted by the Defense Department, this provision requires deduc- 
tion of school-assistance payments made under Public Law 874, 81st 
Congress, as amended, which is administered by the Office of Educa- 
tion. Since the latter statute also requires deduction from any pay- 
ment thereunder of all other Federal payments, a difficult problem of 
statutory interpretation arises. If literally applied, the result of these 
two provisions would be that the Department of Defense would deduct 
from the taxpayments on Wherry housing all moneys paid under 
Public Law 874, and the Office of Education would, in turn, have to 
deduct from its payments under Public Law 874 the payments in lieu 
of taxes from which Public Law 874 payments had already been de- 
ducted. Coordination between the legal and administrative staffs has 
been undertaken with a view to avoiding such a circuitous and imprac- 
ticable result. 

(c) The vocational education grant program (with the exception 
of the extension and improvement of practical nurse training) and the 
land-grant college program are all long established and such clarifi- 
cation has not been necessary in recent years. 

Grants for library services and for the extension and improvement 
of practical nurse training are made under laws enacted in 1956, and 
accordingly, there has been no occasion for stautory changes. 

In the case of school assistance and school construction in federally 
affected areas, the following is an example of a recent statutory change 
made by Congress during the administration of these programs when 
it became apparent that a change was needed in the definitions of 
“Federal property” in Public Law 815 (school construction) and 
Public Law 874 (school assistance) since as interpreted by the De- 
partment these definitions excluded any property outleased by the 
United States, such property being not exempt from State or local 
taxation. These acts were subsequently amended so as to include 
within the definition of “Federal property,” property leased out by 
the United States, even though the lessee’s interest in the property 
and any improvements thereon are subject to State or local taxation, 
but provided for the deduction as other Federal payments from pay- 
ments under Public Law 874, of any taxes paid with respect to such 
property even if paid by the private lessee. 

(d) and (e) Since all rulemaking involves the exercise of discre- 
tion, the meaning of this question is not clear to us. The enumeration 
under question (1) has indicated where the exercise of the rulemaking 
function by regulation is required by the provisions of the applicable 
statutes. As indicated in (f), infra, judgments as to the need for 
greater specification of standards, if and when crystallized, are 
reflected in proposed legislative programs. 

(f) Review of legislative authority is made periodically for the 
purpose of determining legislative recommendations. The need for 
clarification of congressional purpose or intent is of course a consid- 
eration in this connection. 
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OFFICE OF VOCATIONAL REHABILITATION 


The following rulemaking powers are exercised in the vocational 
ene program: 


(a) (b) (ec) 


| 
| 
-|- 

A, 29 U. S. C. 37 (b): To make rules and | Secretary of Health, Educa- | No delegation for regulations; 
| 
| 


regulations governing the administra- tion, and Welfare. implementing materials is- 
tion of the Vocational Rehabilitation | sued by Director of OVR. 
Act. i 

B. 20 U. 8. C. 107a (a) (5): Issuance of rules | do s Do. 


and regulations as may be necessary to 
carry out provisions relating to designa- 
tion of State agencies which are to 
license blind persons for the operation 
of vending stands on Federal and other 
property. 
C. 29 U. 8. C. 42 (h) (2) provides for the pro- do | Do. 
mulgation of allotment percentages by | 
the Secretary. (This is essentially a | 
ministerial function involving a compu- | 
tation based on census data.) | 
D. 20 U. 8. C. 107: Issuance of regulations | Secretary of Health, Educa- | President’s authority to. ap- 


designed to protect the preference of tion, and Welfare (onlyfor | prove delegated to Director 
blind persons licensed by State agen- | Federal property under of Bureau of Budget. 

cies to operate vending stands on prop- | control of the Department | 

erty under the maintenance, operation, | of Health, Education, and | 

and protection of the Department of | Welfare), with approval of 

Health, Education, and Welfare. President. | 





Note.—The last described authority is not a vocational rehabilitation function, but is a responsibility of 
the head of each Department or agency of the Federal Government in control of the maintenance, operation, 
and pretection cf any Federal property on which vending stands may be operated. 


All rulemaking functions relating to vocational rehabilitation 
are performed pursuant to general grants of authority, with the pos- 
sible exception of the items designated C and D under the answers to 
question 1. For statutory provisions see answers to question 1 (a) 
above. 

The questions relating to rulemaking process listed under (@) 
(b), (ec), and (d) do not lend themselves to precise replies in terms of 
the vocational rehabilitation program. Such program relates only to 
public grants and benefits, and no rulemaking process has been formu- 
lated in the terms contemplated by these questions. See, however, 
answers to questions 6, 8, and 9. Insofar as part (e) is concerned, 
regulations are published in the Federal Register, and in addition, the 
Office of Vocational Rehabilitation issues administrative releases for 
the use of State agencies receiving vocational rehabilitation grants in 
the form of letters, bulletins, and a manual. These are sent to all 
State agencies which participate in the program. Such material is 
available in the Office of Vocational Rehabilitation for inspection by 
“ interested person. 

There is no statutory provision in any of the vocational rehabili- 
pce acts which requires the giving of notice, hearing, or record of 
hearing in carrying out its r ulemaking functions. 

5. Office of Vocational Rehabilitation programs are exempt from 
section 4 of the Administrative Procedure Act, and no other provi- 
sions call for formal procedures in the carrying out of rulemaking 
functions. Such procedures are not commonly used. See also the 
answer to question 6. 

6. (@) While there is no statutory requirement for public partici- 
pation in the rulemaking functions, views by State agencies and inter- 

ested nonprofit organizations in the rehabilitation field are often 
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solicited. Such participation is informal and the views received are 
of an advisory nature. 

(0) Not applicable, because no such statutory requirements. 

No specific procedures for such cases except as indicated in At- 
tachanee’ A. 

8. All rulemaking authority relates to grants to State agencies or 
grants to other public or voluntary nonprofit agencies and organiza- 
tions. They are not required to ‘comply with any particular pro- 
cedure in order to request issuance, amendment, or repeal of a rule. 
Officials representing such agencies do make requests orally to officials 
of the Department or through a letter. In either case the matter is 
appropriately considered. ‘Those making such requests are, of course, 
entitled to be informed of the action taken, usually through a letter 
from the Secretary, Director of Vocational Rehabilitation, or other 
appropriate official. 

No statistical count has been kept of such requests nor of the extent 
to which action has been taken on rules because of them. Also, there 
is no statistical record of the number of actions otherwise initiated. 

The regulations relating to the designation of State agencies which 
are to license blind persons for the operation of vending stands in 
Federal and other property were promulgated April 6, 1955. They 
have since been amended twice and both amendments followed requests 
by State agencies for amendments in such areas. Whether the amend- 
ments were “based” on such requests depends on the meaning given 
the word “based.” However, it is fair to say that the requests resulted 
in ae ation being given to the changes which were made. 

9. (a) None. 

(6) Assuming item (6) relates to statements of this type published 
in the Federal Register, the only such publication within the preceding 
2 calendar years is in volume 21, Federal Register, No. 19, January 4, 
1956, and volume 21, Federal Register, page 6757, September ay 1956. 
The exact proportion of total rules this constitutes is a matter of opin- 
ion, but would seem to be under one-twentieth. 

(c) All other rules involve public grants or benefits. For statutory 
basis see statutes cited in answer to 1 above. 

The Department does not have a general position relative to the 
above which can be stated categorically. It has found the use of 
advisory groups to be highly advantageous, but the composition of 
these groups must be dependent upon the type of program and often 
upon subject matter within a program. Accordingly, it is important 
that the use of advisory groups in connection with the formulation of 
rules of this type be planned according to the needs of particular pro- 
grams. Such groups can contribute more through informal discus- 
sions than by formal petition or the taking of testimony. This is espe- 
cially true where the rules govern only grant relationships with iden- 
tifiable agencies. Such agencies are able to keep informed regarding 
program developments and channels have been developed whereby 
they can present their views to the Department. The character of the 
relationship is not, and should not be, one of adversaries, but rather 
one of cooperation for a common objective. Obviously, this is fostered 
through judicious use of advisory groups better than through hearing 
or other formalized rulemaking saeaubere Examples of the use of 
advisory groups: 
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A. Before promulgation of the regulations described under 
item A in answer to question 13, meetings were held in various 
regions throughout the country to discuss a draft of such regula- 
tions previously circulated to all State vocational rehabilitation 
agencies. All State agencies were invited to attend. 

B. Before promulg gation of the regulations described under 
item B, in answer to question 13, an advisory group composed of 
representatives of agencies working with the blind was called to 
discuss the draft that previously had been circulated. 

C. A continuing organization of State vocational rehabilitation 
administrators furnishes consultation regularly to the Office of 
Vocational Rehabilitation. 

10. (a) and (6) No. 

11. (a) Not applicable, since the rulemaking functions are exempt 
from section 4 (c) of the Administrative Procedure Act. 

(6) See (a). 

2. No. 

13. A. Comprehensive regulations relating to grants to States for 
vocational rehabilitation purposes, grants to public and other non- 
profit agencies and organizations for special projects in vocational 
rehabilitation activities and Federal payments for training and re- 
search fellowships in the vocational rehabilitation field were issued 
November 24, 1954, title 45, Code of Federal Regulations, sections 
401.2-401.92. Section 401.76 was amended on August 31, 1956, and 
published in volume 21, Federal Register, page 6757, on September 
de 1956. 

B. Comprehensive regulations relating to designation of State agen- 
cies which are to license blind persons for the operation of vending 
stands on Federal and other propery issued April 8, 1955, and pub- 
lished in title 45, Code of Federal Regulations, sections 403.1-403.17. 
Amended by adding subsection (d) to section 403.4, such amendment 
being published in volume 21, Beder al Register, page 5317, July 17, 
1956. (See attachment C.) A second amendment deleted language 
in section 403.5. (b) and was published in volume 21, Federal Register, 
page 7623 on October 4, 1956. 

Regulations relating to the preference of blind persons licensed by 
State agencies to operate vending stands on property under the opera- 
tion, maintenance, and protection of this agency issued May 3, 1955, 
and compiled in title 45, Code of Federal Regulations, sections 20- 
20.8. 

Administrative Procedure, volume 21, Federal Register, No. 19, 6757 
(. attain and September 7, 1956). 

(a) and (6) Generally speaking, the overall meaning and in- 
tent of Congress in the enactments involved here are sufficiently clear 
and easily susceptible of application. It seems inevitable, however, 
that in detailed implementation and application of a statute to a 
multiplicity of situations, problems of statutory interpretation will 
arise. It is usually possible to resolve such problems on the basis of the 
existing legal provisions. For example, in connection with the desig- 
nation of State agencies which are to license blind persons for the op- 
eration.of vending stands on Federal and other property, the question 
arose whether the statutory requirement of the 1954 amendment (68 
Stat. 664; 20 U. S. C. 107b (2)) that either the licensed blind person 
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or the State licensing agency shall own vending stand stock, applies 
where stock on a vending stand was owned by a third party, nonprofit 
servicing agency prior to the effective date of the amendment so as 
to prevent ¢ ontinuance of the lic ensing arrangement where such owner- 
ship is to continue. As indicated in attachement C (see answer to 13, 
item B), this problem was resolved and regulations reflecting the in- 
terpretation that the ownership could continue were issued. 

(c) In view of the comprehensive revision of the Federal legisla- 
tion on vocational rehabilitation in 1954 it has not yet been found 
necessary to recommend clarifying changes. 

(d) and (e) Since all rulemaking involves the exercise of discretion, 
the meaning of this question is not clear to us. The enumeration 
under question (1) has indicated where the exercise of the rulemaking 
function by regulation is required by the provisions of the applicable 
statutes. “As indicated in (f), infra, judgments as to the need for 
creater specification of standards, if ‘and when crystallized, are re- 
flected in proposed legislative programs. 

(f) Review of legislative authority is made periodically for the 
purpose of determining legislative recommendations. The need for 
clarification of congressional purpose or intent is of course a consider- 
ation in this connection. 


PUBLIC ASSISTANCE AND CHILDREN’S BUREAU 
PROGRAMS 


The following rulemaking powers are exercised in the public 
assistance and the Children’s Bureau Programs: 


(a) (b) (ec) 


42 U.S. C. 1302: Authorizes the making and 
publishing of rules and regulations neces- 
sary to the administration of: 
42 U. 8. C. 301: Old-age assistance pro- | Secretary of Health, Educa- | Commissioner of Social 


gram; 42 U. 8. C. 601: Aid to depend- tion, and Welfare. Security, with reserva- 
nt children program; 42 U.S. C. 1201: | tion by Secretary of ap- 
aid to the blind program: 42 U. 8. C. proval of regulations. 


1341: Aid to the permanently and 
totally disabled program 
42 U.S. C. 965. Specific authority to issue | do Do. 
regulations governing fellowships or | 
traineeships in connection with train- 
ing grants for public-welfare personnel 
is also contained in this provision. 
(This provision will become effective 
July 1, 1957. 
42 U. 8. C. 701: Maternal and child- do... : Do. 
health services; 42 U. S. C. 711: Serv- 
ces for crippled children; 42 U.S. C. 
721: Child welfare services. 


With the exception of specific authority to issue regulations as 
to certain matters in connection with training grants “for public- 
welfare personnel, the rulemaking functions are , all derived from the 
general grant of authority contained in title 42, , United States Code, 
sec ‘tion 1302. 

The questions relating to rulemaking process listed under (a), 
(4), (ec), and (d) do not lend themselves to precise replies in terms 
of these programs. Such programs relate only to public grants and 
benefits, and no rulemaking process has been formulated in the terms 
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contemplated by these questions. Of course, there are administrative 
procedures for rulemaking and formulation of general statements of 
policy, but these are not strictly formalized. See, also, answers to 
questions 6, 8, and 9. Insofar as part (e) is concerned, administra- 
tive releases for the use of State agencies are issued in the form of 
the Handbook of Public Assistance Administration and through State 
letters (see answer to 13), copies of which are mailed to all State 
agencies that operate such programs. Insofar as the programs of the 
Children’s Bureau are concerned, rules and regulations are issued and 
published in the Federal Register at title 45, Code of Federal Regula- 
tions, chapter II. Implementing material is issued in the Health 
Grants Manual and the Handbook for Child Welfare Services. Such 
material is available in the Social Security Administration for in- 
spection by any interested person. 

4. There is no statutory provision which requires notice or the con- 
duct of hearings in connection with these rulemaking functions. 

5. These functions are exempt from section 4 of the Administra- 
tive Procedure Act and no formal practices or procedures have been 
established regarding the making. and issuing of rules. See also an- 
swer to question 6. 

6. (a) While there is no statutory requirement for public partici- 
pation in these rulemaking functions, representatives of State agen- 
cies or private social work agencies are frequently invited to submit 
views or participate in discussions on proposed rules or changes in 
rules. Private health and welfare agencies are also invited to submit 
their views, as appropriate, on matters relating to relationship with 
or utilization of services of private agencies. Such procedures are in- 
formal and the views received are of an advisory nature. For ex- 
ample, representatives of selected State agencies and schools of social 
work were invited by the Bureau of Public Assistance to participate 
in conferences held in 1956 to discuss and advise as to provisions of 
the 1956 amendments relating to self-care and self-support services to 
assistance applicants and recipients and training grants for public- 
welfare personnel. The C hie? of the Children’s Bureau meets with 
the Association of State and Territorial Health Officers each year and, 
through a series of committees, discusses program matters, policies, 
and procedures relating to grants for maternal and child health and 
crippled children’s services and through these discussions receives the 
advice and recommendations of this association. Prior to issuance of 
revised sections of the Handbook on Child Welfare Services in 1955, 
the Children’s Bureau circulated a draft to all State welfare agencies 
for comments and suggestions and took into consideration the sugges- 
tions received prior to issuing the handbook in final form. 

(6) Not applicable because no such statutory requirement. 

7. No specific procedures have been issued relating to the modifica- 
tion, amendment, or repeal of rules. However, see answer to ques- 
tion 3. 

8. All rulemaking authority relates to grants to State agencies. 
They are not required to comply with any particular procedure in 
order to request issuance, amendment, or repeal of a rule. Officials 
representing such agencies often make requests orally to officials of 
the Department or through a letter. In either case the matter is 
appropriately considered. Those making such requests are, of course, 
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informed of the action taken, usually through a letter from the Sec- 
retary, Commissioner of Social Security, head of the Bureau or other 
appropriate official. 

No statistical count has been kept of such requests nor of the ex- 
tent to which action has been taken on rules because of them. Also, 
there is no statistical record of the number of actions otherwise 
initiated. 

9. (a) None. 

(6) Assuming this relates to statements of this type published in 
the Federal Register, the only such publication within the preceding 
2 calendar years is found in title 201, Code of Federal Regulations, 
section 201.1 et seq., published in volume 20, Federal Register, page 
93438, on December 14, 1955. The exact proportion of total rules this 
constitutes cannot be computed, but is not substantial in point of 
volume. 

(c) All other rules involve public grants or benefits. For statutory 
basis see statutes cited in answer to 1 above. 

The Department does not have a general position relative to the 
above which can be stated categorically. It has found the use of ad- 
visory groups to be highly advantageous, but the composition of these 
groups must be eon upon the type of program and often upon 
subject matter within a program. Accordingly, the use of advisory 
groups must be designed according to the needs of particular pro- 
grams. Such groups can contribute more through informal dis- 
cussions than by formal petition or the taking of testimony. This is 
especially true where the rules govern only grant relationships with 
identifiable agencies. Such agencies are able to keep informed re- 
garding program developments and channels have ties developed 
whereby they can present their views to the Department. The char- 
acter of the relationship is not, and should not, be one of adversaries, 
but rather one of cooperation for a common objective. Obviously, this 
is fostered through judicious use of advisory groups better than 
through hearing or other formalized rulemaking procedure. Exam- 
ples of the use of advisory groups are given in the answer to question 
6 (a). 

10. (a) and (6) No. 

11. (a) Not applicable since the functions involved here are not 
covered by the 30-day requirement. 

(5) See (a). 

12. No. 

13. All rules issued involve general interpretative matters affecting 
the State agencies eligible to receive grants under the public assistance 
or child health and welfare services programs. Such rules are issued 
from time to time as policy is formulated or revised by means of mate- 
rial for inclusion in the Handbook of Public Assistance Administra- 
tion, Child Welfare Services Manual, or Health Grants Manual as 
applicable. Such material is transmitted to responsible State agen- 
cies. It is arranged according to subject and includes generally (1) 
provisions of Federal law governing these programs, (2) interpreta- 
tions, (3) requirements for State plans and Federal financial partici- 
pat ion. See also answer to question 3. 
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14. (a) and (b) Generally speaking, the overall meaning and in- 
tent of Congress in the enactments involved here are sufficiently clear 
and easily susceptible of application. It seems inevitable, however. 
that in detailed implementation and application of a statute to a multi- 
plicity of situations, problems of statutory interpretation will arise. 
It is usually possible to resolve such problems on the basis of the exist- 
ing legal provisions. 

For example, to administer the seemingly clear-cut authority to 
make. grants to States with respect :to the costs of medical care to 
assistance recipients up to a specified maximum per month, it is neces- 

sary to determine exactly what the furnishing of medical care includes 
and to which month’s maximum a cost is chargeable in the very com- 
mon situation where the services are rendered in 1 month but paid for 
in a subsequent month. Many other details are involved. If all were 
covered by the statute it would be much too complex and unwieldy. 
Moreover, all such problems could never be anticipated at the time of 
drafting. 

(c) Clarifying changes in the Social Security Act are quite com- 
mon. In 1950, section 1101 was amended to make clear that the terms 
“physician,” “medical care,” and “hospitalization” should include 
osteopathic sien thibbepiai their services and hospitals within the scope 
of their practice as defined by State law (64 Stat. 559). 

In 1952, a provision was enacted to clarify the exemption that State 
plans must accord to earned income of an aid to the blind recipient 
where such income is available for the support of another recipient 
of public assistance under i of the 4 federally aided categories (66 
Stat. 778). 

In 1953 a provision of the annual Appropriation Act made a perma- 
nent change by eliminating the carryover of allotments in the pro- 
grams for grants for maternal and child-health services, services for 
crippled children, and child-welfare services (66 Stat. 368). 

In 1956 the authority to make grants with respect to the adminis- 
trative costs of providing welfare services to recipients of and appli- 
sants for public assistance was clarified (70 Stat. 848). 

The foregoing examples relate to relatively minor changes that 
reflect clarification or changes in approach in a partic ‘ular detail. The 
Social Security Act, which was originally enacted in 1935 (49. Stat. 
620), has been the subject of quite extensive revisions in 1939 (53 Stat. 
1360), 1946 (60 Stat. 978), 1950 (64 Stat. 477), 1954 (68 Stat. 1052), 
and 1956 (70 Stat. 807). 

14. (d) and (e) Since all rulemaking involves the exercise of dis- 
cretion, the meaning of this question is not clear tous. The enumera- 
tion under question (1) has indicated where the exercise of the rule- 
making function by regulation is required by the provisions of the 
applicable statutes. As indicated in (f), infra, felamasiets as to the 
need for greater specification of standards, if and when crystallized, 
are reflected in proposed legislative programs. 

(f) Review of legislative authority is made periodically for the pur- 
pose of determining legislative recommendations. The need for clari- 
fication of congressional purpose or intent is, of course, a consideration 
inthis respect. (See also (c), above.) 





SURVEY OF ORGANIZATION, PROCEDURE, AND PRACTICE 383 
FEDERAL CREDIT UNIONS 


1. The following rulemaking powers are exercised in the Federal 
credit union programs: 





| 
(a) (b) (ce) 
é patie habbit ates IEE Ap geht eet heed ae 
12 U. 8. C. 1755: Authority to prescribe fees to be paid by applicants | Director___._.| No delegation. 
seekiag - wters and to prescribe supervision fees. | 
12 U. S. C. 1756: Authority to fix fees for examination —_-_- do- Do. 
12.U; 8.-C. 1757 (7) (c): Authority to issue rinles 4nd regulations relating «v= 38s 35. Do, 
to th 1e making of loans to other credit unions. 
12 U. 8. ©. 1757 (9): Authority to issue rules and regulations govern- |_-__.do- ‘ Do. 
ing sale and discounting of credit union obligations. 
12 U. 8. C. 1759: Authority to issue rules and regulations concerning -do. Do. 
membership in Federal credit unions. | 
12 U. 8S. C. 1761 (b): Authority to issue regulations regarding amount ... do. Do. 
and character of bond to be furnished by credit union treasurer. | 
12 U. S. C. 1761 (c): Authority to prescribe regulation regarding amount |__...do- on Do. 
and character of bonds to be furnished by officers and employees of 
Federal credit unions; authority to regulate refund of interest to 
members. 
i2 U. 8. C. 1762: Authority to regulate size of reserves to be main- |_....do.__..--- Do. 
tained by Federal credit unions. 





The Bureau of Federal Credit Unions, in addition to the fore- 
going specific grants of authority, is authorized in title 12, United 
States Code, section 1766 (a) to ‘prescribe rules and regulations for 
the administration of the chapter “(including but not by way of lim- 
itation, the merger, consolidation, and/or dissolution of corporations 
organized under this chapter).” 

3. Category I1—Substantive rules: Proposed rules are drafted on 
the basis of data collected through administrative processes. These 
proposed rules are published in the Federal Register with a notice 
that any interested person may petition the Director within 30 days 
concerning such proposed rules. Going back over the 2 preceding 
calendar years, there has been only one instance in which petitions 
were received. After the 30-day period the final rules are promul- 
gated and published in the Federal Register. There is no formal 
standard for stating the reasons for the rules adopted. There is no 
statutory requirement for notice or hearings in carrying out its rule- 
making functions, except as provided in section 4 of the Administra- 
tive Procedure Act, and the process described in attachment A. 

Insofar as the dissemination and availability of rules are concerned, 
the Bureau publishes all rules in the Federal Register (see prelim. 
inary note) and in addition furnishes each Federal credit union with 
a handbook which contains all rules having application at the time. 
Rules are codified in title 45, Code of Federal Regulations, part 301. 
As new rules are prescribed, copies are furnished to each credit union 
for insertion in the handbook. 

4. There is no statutory provision requiring the Bureau of Federal 
Credit Unions in the exercise of its rulemaking functions to give 
notice or to conduct hearings other than as provided in section 4 of 
the Administrative Procedure Act. 

5. No formal hearing procedures are required of the Bureau of 
Federal Credit Unions in carryimg out its rulemaking functions. 
(See also, the answer to question 3.) 

6. (a) See answer to question 5 above. 

(6) Nosuch findings have been made. 
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7. Title 45, Code of Federal Regulations, section 301.18 provides: 


Any interested person may petition the Director of the Bureau of Federal 
Credit Unions for the issuance, amendment, or repeal of any rule by submitting 
such petition in writing together with a complete and concise statement of ‘the 
petitioner’s interest in the subject matter and the reasons why the petition shall 
be granted. 

The only further procedures are as described in attachment A. 

8. See answer to question 7 above for procedures and proceedings. 
Petitions were received by the Bureau in one instance in 1955. There 
was no modification of existing rules during this period as a result of 
petitions. The petitions were submitted concerning the issuance of 
newly proposed rules regarding surety bond coverage. 

9. Not applicable, since the Bureau of Federal Credit Unions has 
not exercised any rulemaking power with respect to any of the three 
categories listed. 

10. (a) As indicated in the answer to question 3, submittals were 
made in only one instance during the past 2 calendar years. A general 
statement to the effect that all written submissions had been considered 
was included. There is no procedure for listing or categorizing sub- 
missions. 

(6) Yes. See answer to No. 7. 

11. (a) The Bureau of Federal Credit Unions publishes amend- 
ments not affecting substantive rights of Federal credit unions which 
are to be effective less than 30 days after date of publication. 

No substantive rules having effective dates of less than 30 days after 
publication have been issued in the last 2 years. 

(6) The Bureau has had no oceasion to issue rules under these cir- 
cumstances which had effective dates of less than 30 days. 

12. The Bureau has no specific authority to issue emergency rules. 

13. The Bureau of Federal Credit Unions during the years 1955 
and 1956 issued the following rules: 

Title 45, Code of Federal Regulations, section 301.20: Rules 
establishing surety bond requirements, issued April 16, 1955; 

Title 45, Code of Federal Regulations, section 350.1-350.2 : 
Rules extending certain provisions of Federal Credit Union Act 
and regulations to credit unions chartered by District of Columbia, 
issued December 30, 1955; 

Title 45, Code of Federal Regulations, section 301.3: Rules 
making technical changes in previous regulations, issued August 
7, 1956, in volume 21, Federal Register, page 5866. 

14. (a) Generally speaking, the overall meaning and intent of 
Congress in the enactments involved here are sufficiently clear and 
easily susceptible of application. It seems inevitable, however, that 
in detailed implementation and application of a statute to a multiplic- 
ity of situations, problems of statutory interpretation will arise. It is 
usually possible to resolve such problems on the basis of the existing 
legal provisions. 

“(b) Problems have related primarily to the relationship between 
the credit unions’ authority to provide for management by bylaws and 
the responsibility of the Director of the Bureau of Federal Credit 
Unions to approve them. For example, title 12, United States Code, 
section 1761 (b) provides that a credit union may compensate its 
officers to such extent as its bylaws provide. Title 12, United States 
Code, section 1758 specifies that bylaws are subject to approval of the 
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Director. It thus is not clear that the Director could refuse to approve 
any bylaw which authorized compensation for other than the Treas- 
urer. Because of the lack of clarity the Director has not taken such 
action. 

(c) Strictly speaking, the standards for rules have not changed, 
but a related situation is that of providing additional authority. For 
example: 68th United States Statutes at Large, page 1792 (12 U.S. C. 

1761 (b) and (c)) authorizes the Director to set the character and 
amounts of surety bonds to be required for officials of credit unions. 

(d) and (e) Since all rulemaking involves the exercise of discretion, 
the meaning of this question is not clear tous. The enumeration under 
question 1 has indicated where the exercise of the rulemaking function 
by regulation is required by the provisions of the applicable statutes. 
As indicated in (7), infra, judgments as to the need for greater speci- 
fication of standards, if and when erystallized, are reflected in pro- 
posed legislative programs. 

(7) Review ot legislative authority is made periodically for the 
purpose of determining legislative recommendations. The need for 
clarification of congressional purpose or intent is of course a con- 
sideration in this connection. For ex cample, in the problem of limiting 
salaries described in (b) above, legislation has been recommended to 
the Congress and is now pending before the Senate Committee on 
Banking and Currency. 


DerarRTMENT OF Heatru, Epucation, AND WELFARE, 
February 5, 1957. 
Hon. Witi1am L. Dawson, 
Chairman, Committee on Government O perations, 
House of Representatives, Washington, D.C. 

Dear Mr. CuarrMAn: In further response to your letter of Novem- 
ber 19, 1956, there are transmitted to you herewith answers which have 
been prepared relating to the oper rations of the Bureau of Old-Age and 
Survivors Insurance, Social Secur ity Administration, to the questions 
contained in Section 1: Rulemaking, of the committee’s questionnaire 
on administrative organization, procedure, and practice. 

Sincerely yours, 


(Signed) M. B. Fotsom, Secretary. 


BUREAU OF OLD-AGE AND SURVIVORS INSURANCE, 
SOCIAL SECURITY ADMINISTRATION 


The following answers relate to the Bureau of Old-Age and Sur- 
vivors ig ance, in the Social Security Administration, ‘Department 
of Health, Educ ation, and Welfare, hereinafter referred to as “the 
Bureau.” The Federal old-age, survivors, and disability insurance 
benefits program under title II of the Social Security Act (42 
U. S. C. A. 401 et seq.), hereinafter referred to as “the Bureau,” 
“the OASDI program,” “title II,” and “the act,” respectively, is 
administered by the Bureau for the Sec retary of the Department under 
the general supervision of the Commissioner of Social Security (ex- 
cept for administrative hearings and review, conducted by referees 
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in the Office of Appeals Council, and by the Council itself, respec- 
tively, also in the Social Security Administration). 

Reference to “regulation No. 1” means regulation No. 1 of the 
Social Security Administration, which appears at part 401, chapter 
IIT, title 20, Code of Federal Regulations. 

“Regulations No. 3” of the Social Security Administration are 
earlier regulations, largely inapplicable insofar as the present pro- 

visions of title IT are concerned, which appear at part 403, chapter ITT, 

title 20, Code of Federal Regulations. 

“Regulations No. 4,” which are the current general regulations, 
appear at part 404 of the same chapter and title, Code of F ederal Reg- 
ulations. A few sections of regulations No. 3 are still currently 
applicable by reason of having been incorporated by reference into 
regulations No. 4; e. g., as to “procedures, payment of benefits, and 
representation of parties,” section 404.901 of regulations No. 4 incor- 
porates the provisions appearing at sections 403.705-403.713 and the 
appendix to subpart G of regulations No. 3. 


I. RuLeEMAKING 


1. (a) and (%) Quasi-legislative or rulemaking authority: The 
Bureau itself has no rulemaking authority. Under section 205 (a) 
of the act, the Secretary of Health, Education, and Welfare (formerly 
the Federal Security Administrator) is authorized to make rules and 
regulations and to establish procedures, not inconsistent with the pro- 
visions of title IT, which are necessary or appropriate to carry out 
such provisions; and the Secretary is further directed to adopt reason- 
able and proper rules and regulations to regulate and provide for the 
nature and extent of the proofs and evidence and the method of taking 
and furnishing the same in order to establish the right to benefits 
thereunder. 

Section 1102 of the act directs the Secretaries of the Treasury, 
Labor, and Health, Education, and Welfare (formerly Federal Secu- 
rity Administrator), respectively, to make and publish rules and 

regulations necessary to the efficient administration of their respective 
functions under the act. 

Section 1106 of the act authorizes the Secretary to prescribe regula- 
tions governing the circumstances under which information may be 
disclosed. 

The Social Security Act is itself detailed and specific as to most 
aspects of the benefit program. The areas in which action is expressly 
committed by the act to agency discretion are few in number and mostly 
procedural in nature. Sections 202 (c) (1) (D) and 202 (f) (1) ( 1D) 
of the act provide that determination as 13 whether a claimant for 
husband’s insurance benefits or widower’s insurance benefits, re- 
spectively, received at least one-half of his support from the wage 
earner shall be made “in accordance w ith regulations prescribed by the 
Secretary.” Section 208 (e) (3) (B) of the act provides that “The 
Secretary shall by regulations prescribe the methods and criteria for 
determining whether or not an individual has rendered substantial 
services with respect to any trade or business.” Section 203 (g) (1) 
provides that annual reports to the Secretary of earnings or wages, 
when required from a beneficiary under the act, “shall contain such 
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information and be made in such manner as the Secretary may by 
regulations prescribe.” 

Section 203 (1) provides that a “determinations of what constitutes 
good cause for * * * [failing to furnish certain required reports | 
shall be made in accordance with regulations of the Secretary.” 
Section 205 (b) of the act. as amended in 1956 (see Public Law 880, 
84th Cong., 2d sess., see. 111). provides that requests for hearing 
“must be filed within such period [not less than six months after 
mailing] after such decision as may be prescribed in regulations of 
the Secretary.” Section 206 of the act authorizes the Secretary to 
“prescribe rules and regulations governing the recognition of agents 
or other persons * * * representing claimants before the Secretary. 
etc., and by regulation to prescribe the maximum fees which may ve 
charged. 

Section 218 (e) of the act directs that State agreements for the cov- 
erage of State and local employees shall provide that the State will 
make the required payments “at such time or times as the Secretary 
“ * * may by regulations prescribe,” and that “the State will comply 
with such regulations relating to payments and reports as the Secre- 
tary * * * may prescribe to carry out the purposes of this section.” 
Section 218 (i) provides that “Regulations of the Secretary * * * to 
carry out the purposes of this section shall be designed to make the 
requirements imposed on States pursuant to this section the same, so 
far as practicable, as those imposed on employers pursuant. to this 
title and chapter 21 and subtitle F of the Internal Revenue Code of 
1954.” Under section 221 (@) of the act, certain determinations re- 
lating to disability “shall be made by the Secretary in accordance with 
regulations prescribed by him.” 

(c) The general rulemaking functions of the Secretary for the 
OASDI program have been delegated to the Commissioner of Social 
Security, subject to the approval of proposed regulations by the 
Secretary. 

2. The Bureau itself has no rulemaking function (although it par- 
ticipates in the rulemaking process). The regulations for the 
OASDI program, issued by the Commissioner of Social Security with 
the approval of the Secretary, are for the most part based upon the 
general grant of authority, referred to and cited in question 1 above, 
to make any or all necessary rules. 

». (a) Information upon which regulations are based is collected by 
consultation within the Bureau and with officials and staff of the Social 
Security Administration, and with the Office of the General Counsel, 
and is based upon the legislative intent as derived from the language 
of the act and from committee reports, and so forth; upon experience 
derived from the administration of the program ; and upon considera- 
tion of any suggestions and requests received from the public and from 
consultants and other sources. 

(6) Inasmuch as this is a benefit program, notice to interested per- 
sons of proposed rulemaking is not generally given, except in an area 
where it is believed to be necessary, as in the case of rules relating to 
the disclosure of official records and information, contained in regu- 
lations No. 1. 

(c) There is no hearing and usually no formal public participation 
in the formulation of proposed rules and regulations. Suggestions 
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and requests received from the public and other sources are considered 
if and when made. 

(d) There is no agency statement of reasons for rules adopted, 
exc a where notice of proposed rulemaking is given. 

(e) Rules relating to the OASDI program which are issued in any 
of the classes listed in the questionnaire, including rules relating to the 
availability of information and rules of practice, are published as 
regulations in the Federal Register and appear in the Code of Federal 
Regulations (see citations in introduction, above), and in a statement 
of the general course and method by which functions are channeled and 
determined which is contained in the United States Government 
Organizational Manual. The Bureau would also be subject to any 
pertinent departmental rules which might exist relating to the func- 
tioning of the Bureau such as negotiation of contracts and leases, 
agency management, organization, and personnel, and so forth. The 
Bureau’s practice manuals for field or other agency personnel are 
technical and are designed, generally speaking, for administrative use 
only. Many informational folders and pamphlets are issued for the 
information of the public, and there are approximately 550 district 
offices of the Bureau scattered in key cities and towns throughout the 

country, as well as many additional itinerant stations, available for 
personal discussion of social-security provisions with anyone desiring 
information. 

4. There are no statutory provisions in the act requiring notice, 
hearing, or record of hearing, as to any rulemaking function relating 
to the OASDI program. 

5. There are no formal procedures or practice in the OASDI pro- 
gram with respect to rulemaking, for the written or oral submis- 
sion of views, or interventions, consolidation of proceedings, initial 
or oy ommended decisions, or appeals therefrom. 

(a) Occasionally public participation in rulemaking has been 
ide even though not required by statute. 

(5) There are no situations in which, despite a statutory require- 
ment for notice or hearing, it was found that notice and public par- 
ticipation were impracticable, unnecessary, or contrary to the public 
interest. 

7. Existing rules or rulemaking procedures are not modified, 
amended, appealed, or suspended in particular ‘cases. The regulations 
themselves sometimes provide for the exercise of discretion in particu- 
lar circumstances. Occasionally the Commissioner of Social Security 
may authorize the immediate effectuation of a new or revised regula- 
tion provision in advance of its official publication, where oper ation 
of the new provision would be favorable to claimants. 

8. Although any person could make such a request informally, 
which would be given due consideration, there are no formal proce- 
dures whereby an interested person can petition for the issuance, 
amendment, or appeal of a rule, and no such petitions were received 
during 1955 and 1956, and during those years it is believed that all 
such actions were initiated by the agency. 

9. (a), (6), and (ce) No rules are made in the administration of the 
OASDI program concerning any military, naval, or foreign affairs 
function of the United States, or any matter relating to agency 
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management or personnel, to public property, loans, grants, contracts, 
or to benefits other than benefits under title II of the Social Security 
Act, which latter benefits constitute the subject matter of the OASDI 
program. 

It is not believed that formal public participation in the general 
rulemaking proceedings for the OASDI program would be desirable. 
The agency makes use of advisory groups if and when it appears that 
this would be beneficial, e. g., as In connection with the establish- 
ment of procedures for determinations relating to whether an in- 
dividual 1s under a disability, where consultation with medical ex- 
perts was obviously desirable. 

10. (a) and (6) There are no formal rules of procedure for rule- 
making. The custom is to submit all proposals for revision of the 
regulati ions to the Commissioner for his decision, and for his approval 
of the regulation as drafted accordingly. Where notice of rulemaking 
is given and if expressions of views are received, it is the practice to 
consider the views received and to accompany the rules issued with a 
statement showing wherein the relevant matter presented to the 
agency has been ¢ onsidered. 

11. (a) and (6) It is believed that there are no instances in which 
the agency has had occasion to find good cause for making the effec- 
tive date of a rule less than 30 days after its publication or service, 
or, with respect to any substantive rule, in which this has been done 
because the rule was one granting or recognizing exemption or re- 
lieving restriction. 

12. There is no specific statutory authority in the act to issue emer- 
gency rules. 

Most of the rules issued during the years 1955 and 1956 for the 
OASDI program were in the nature of amendments to regulations 
No. 4, and a few amendments to regulation No. 1. Sample copies of 
such amendments are available. 

14. (a), (6), and (c) Title II of the Social Security Act was orig- 
inally enacted in 1935 and was successively amended in 1939, 1942, 
1946, 1948, 1950, 1959, 1953, 1954, 1955, and 1956. The meaning and 
intent of Congress has usually been sufliciently clear and suse eptible 
of implementation on the basis of the statutory language and perti- 
nent legislative history. A few problems of meaning which have been 
encountered, such as for example in the case of the definition of an 

“employee,” have been resolved by congressional clarification or 
change in the standards or by court litigation. 

(d). (e), and (f) The principal areas where action is by law com- 
mitted to agency “disc ‘retion, and the statutory language used, were set 
forth above under question 1 (a) and (6). In none of these relatively 
few areas is it believed there is any present need for greater statutory 
specification of standards. As will appear from an examination of 
the very detailed provisions of title II of the act, the statutory speci- 
fication of standards therein is already unusually extensive, and it is 
not apparent at this time that any greater specification would be prac- 
ticable. If and when the administrative experience indicates the need 
for any additional statutory specification, appropriate recommenda- 
tions would be made through proper channels to the C ongress. 
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Tue Secrerary or HEALTH, Epucation, AND WELFARE, 
Washington, January 31,1957. 
Hon. Witi1amM L. Dawson, 
Chairman, Committee on Government Operations, 
House of Representatives, Washington, D.C. 

Dear Mr. CoatrmMan: We are enclosing answers to the rulemaking 
section of your questionnaire as it pertains to the functions of this 
Department administered by the Food and Drug Administration. 

We trust that the information supplied meets your requirements. 

Sincerely yours, 
(Signed) M. B. Forsom, Secretary. 


FOOD AND DRUG ADMINISTRATION 


[. RuLEMAKING 


1. (a) The rulemaking functions exercised by this Department 
under the statutes administered by the Food and Drug Administra- 
tion are as follows: 


Source of authority 








pecial dietary uses. | 


Title of law Deseription of function ie el Ee —_— cl <i 
Section U.S. Code reference 
(i) Federal Food, Drug, | 1, Issve regulations establishing standards | 401 21 U.S. C. 341 
an Cosmetic Act. of identity, quality, and fill of container 
for food | 
2. Prescribe exemptions from reqrirement | 403 (e) (2 21 U. 8. C. 343 (e) 
of quantity statement on label of food (2). 
j food package. } 
| 3. Prescribe exemptions from requirement | 403 (i) (2) 21 U.S. C. 343 (i 
that label of food package state the com- (2). 
mon or «sal name of ingredients. | | 
| 4. Issue regulations for labeling of foods for | 403 (j) 21 U.S. C. 343 J 
| 


5. Preseribe exemptions from requirement | 403 (k) 21 U. S. C. 343 (k). 
that labeling of foods state the presence 
of any artificial flavoring or coloring, or | 
chemical preservative. 

». After finding that any class of food in any 
locality may be iiurious to health by 
reason of contamination with micro- 
organisms, authority to promulgate 
regulations for issuance of emergency | 
yermits for distribution of such class of 
food in snch locality. 

. Issue regulations exempting from any | 405 
labeling requirement of act fresh fruits 
and vegetables and foods which are to 
be processed, labeled or repacked at 
establishments other than where 
originally processed or packed. 

8. Issue regulations establishing tolerances | 406 (a) 21 U.S. C. 346 (a) 
for poisonous and deleterious ingredi- 
ents in food. 

9. Issue regulations providing for the certi- | 406 (b) 21 U. S. C. 346 (b). 
fication of coal-tar colors for food. 

10. Issue tolerances and exemptions from 
tolerances for pesticide chemicals on 
raw agricultural commodities. 

11. Issue regulations prescribing appropri- | 501 (b) | 21 U. 8. C, 351 (b). 
ate tests and methods of assay for | 
drugs if they do not appear in an | 
official compendium or are _ insuffi- 
cient. 

12. Prescribe exemptions from requirement | 502 (b) .--| 21 U.S. C. 352 (b). 
that label of drug state quantity of 

| contents. | 

13. Designate derivatives of certain narcotic | 502 (d) 21 U. 8. C. 352 (d). 
and hypnotie substances as habit- 
forming. 

14, Prescribe exemptions from requirement | 502 (e) | 21 U.S. C. 352 (e). 
that label of drug bear the common or 
usual name of each active ingredient. | 


“> 


404 (a) 


U.S. C. 344 (a) 


ws 


“ 


408 __ - cof SE Oat 


Sa 
~ 


. 346 (a). 
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Source of authority 











Title of law Description of function Pett ES we et 
| |} Section |U.S. Code reference 
fascicles A cclean doce ieee a4 ected odietaeiael a es 
(i) Federal Food, Drug, | 15. Prescribe exemptions from requirement | 502 (f) (1) } 210.8. C. 
and Cosmetic Act that labeling of drug bear adequate | | 352 (f) (1). 
directions for use. } 
16. Issue regulations prescribing the packag- | 502 (h)_-__- 21 U. 8S. C. 352 (h). 
ing and labeling of drugs liable to 

| deterioration. | 

| 17. Issue regulations exempting from any | 503 (a)__....| 21 U. 8. C. 353 (a). 


labeling or packaging requirement of 

| act drugs and devices which are to be | 

processed, labeled, or repacked at es- 

tablishments other than where orig- 
inally processed or packed. 

18. Issue regulations removing new and 


| 503 (b) (3) 21 U. S. C. 353 (b) 


habit-forming drugs from the require- (3). 
ment that they be sold only on pre- 
scription when unnecessary for pro- 
tection of public health. | | 
19. Issue regulations certifying coal-tar | 504 21 U.S. C. 354, 
colors for drugs. 
20. Issue regulations exempting drugs for | 505 (i) Sate U.S. C. 355 (i). 
| investigational use from requirements | | 
| of new drug section. } 
| 21. Issue regulations for the certification of | 506 (a), (b), | 21 U. S. C. 356 (a), 
bottles of insulin. (e). | (b), (e). 


22. Issue regulations for the certification of | 507 (a), (b), | 21 U.S. C. 357 (a), 





antibiotic drugs and exempting the (c), (da), (b), (ce), (d), (. 
antibiotic drugs listed in sec. 507 from | = (f). 
the requirement of certification. 

23. Prescribe exemptions from the require- | 602 (b)_.....| 21 U. 8S. C. 362 (b), 
ment that the label of cosmetics bear a | | 
statement of quantity of contents. 

24. Prescribe exemptions from any labeling | 603..........| 21 U. 8. C. 363. 
require nent of the act for bulk ship- | 
ments of cosmetics that are to be proc- | | 
essed, labeled, or repacked at establish- | 
ments other than where originally | 
processed or packed. 

25. Issue regulations certifying coal-tar col- | 694______- 21 U.S. C. 364. 
ors for cosmetics. 

26. Issue regulations for the efficient en- | 701 (a) -- 21 U. 8S. C. 371 (a). 
forcement of the act. | 

27. Prescribe, jointly with Secretary of the | 701 (b).._- 21 U. S. C. 371 (b). 


Treasury, regulations for the enforce- 

ment of see. 801 [21 U. S. C. 381 (a)]. 
28. Publish notice of hearing, hold public | 701 (e)_--- 21 U. S. C. 371 (e). 

hearings and make recommended de- | | 

cision on proposals to issue, amend, or | | 

repeal regulations under sees. 401, 403 

j 404 (a), 406 (a), (b), 501 (by), 502 

(d), 502 (h), 504, 604. 


29. Make orders issuing, amending, or re- | 701 (e)..-...| 21 U. 8. C. 371 €). 
pealing regulations or determining not 
to take such action under sec. 701 (e). 
30. Modify findings upon additional evi- | 701 (f) 21 U. 8. C, 371 (f). 
dence taken. | 
| 31. By regulation, to make exemptions from | 702 (b) -| 21 U. 8. C, 372 


requirement of furnishing portion of 
an official sample. | 
32. Promulgate regulations governing grant- | 702a } 21 U.S. C, 372a, 
ing of inspection service for packers of | | 
seafood. } 


(b). 








ii) Tea Importation | 33. Issue regulations for importation of tea | 1 | 21U. S.C, 41, 
Act inferior to standards. | 
34. Establish standards for imported teas | 3_._- ba 21 U. 8. C. 43. 
upon recommendation of board of | 
experts. | } 
35. Issue regulations for enforcement of the | 10- ..| 21 U, 8. C. 50, 
act. 
(iii) Filled Milk Act 36. Issue regulations to carry out purposes | 4 21 U.S. C. 64. 
of the act. 
(iv) Import Milk Act 37. Make rules and regulations for the issu- | 3--- ..-| 21 U.S. C. 143. 


ince of permits; make regulations nec- 
essary to carry out purposes of the act 
and for inspection 
Federal Caustic | 38. Issue regulations necessary for enforee- | 9 (c) (1)..---} 15 U. 8. C. 409 (e) 
Poison Act. ment of the act. (1). 
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The above rulemaking powers are conferred upon the Secretary 
of the Department of Health, Education, and Welfare. 

(c) Authority to exercise these rulemaking powers has been dele- 
gated to the Commissioner of Food and Drugs, except for the power 
to issue final regulations promulgated after. hearing in accordance 
with sections 507 (f) and 701 (e) (3) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S. C. 357 (f) and 371 (e)). This deleg: ation 
of authority appears at volume 20, Federal Register, page 1996, and 
volume 21, Federal Register, page 6581. 

2. Procedural rules, statements of policy, and interpretations are 
issued under = : ion 701 (a) of the Federal Food, Drug, and Cosmetic 
ge (21 U. 371 (a)), section 4 of the Filled Milk Act (21 
U.S. C. 64), a 3 of the Import Milk Act (21 U.S. C. 143), and 
aution 9 (c) (1) of the Federal Caustic Poison Act (15 U.S. C. 
409 (c) (1)), which sections authorize the Secretary to promulgate 
regulations for the efficient enforcement of the acts. 

I. Procedural rules 


(a) Data is collected for promulgating procedural rules from 
experience, contact with other agencies, contact with groups such as 
the President’s Conference on Administrative Procedure, through 
informal conferences between members of the administrative and legal 
staffs, and also through conferences with interested private parties 
and with organizations of the bar and the affected industries. Where 
it appears that this will serve a useful purpose, procedural rules are 
published tentatively in the Federal Register and all persons inter- 
ested are invited to submit their views and comments. In some in- 
stances, after such comments are submitted, informal conferences are 
arranged in which those submitting comments participate along with 
the members of the administrative and legal staffs. 

(6) Notice is given to parties by publication of the tentative or 
final order in the Federal Register, by releases to the trade press, and 
by correspondence or telephone contact with persens known to be 
interested. 

(c) No hearings are held in formulating procedural rules. How 
ever, public participation does occur as described in (a) above. 

(7) In promulgating procedural rules no statement of reasons 
would normally be made. The purpose of any proposed amendments 
to procedural rules is self-evident; to simplify and facilitate the con- 
duct of public business. 

(e) Procedural rules which are promulgated under statutes admin- 
istered by the Food and Drug Administration are disseminated through 
publication in the Federal Register and the Code of Federal Regula- 
tions. This is accompanied by a press release explanation of the Tules 
and what they are intended to accomplish. This release goes to all 
persons on certain lists who have indicated some interest in the subject. 
Where the public interest has been great enough the entire text of the 
rules has been reproduced and disseminated in the affected industry 
groups. These rules are also made available to the public through 
Service and Regulatory Announcements of the Food and Drug Ad- 
ministration. At the beginning of any hearing conducted according 
to such rules, copies of the rules are distributed in mimeographed 
form to all present. 





pee 
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Il. Substantive rules 


(a) Data is collected for the promulgation of substantive rules by 
the investigative and scientific personnel of the Food and Drug Ad- 
ministration. Data frequently is submitted by outside persons, and 
when hearings are held on controversial points all this data goes into 
the record. 

(6) Notice of the formulation of substantive rules is given by pub- 
lication of notice of hearing in the Federal Register and by mailing 
a notice to all persons whom the Food and Drug Administration has 
reason to believe will be interested in the promulgation of such rules. 
Further notice is given through dissemination of the information to 
trade publications. 

(c) Formal rulemaking hearings are held under the provisions of 
section 701 (e) of the Federal Food, Drug, and Cosmetic Act, as 
amended by volume 70, United States Statutes, page 919 (19! 5G). 
When any controversy develops over the publication of bephoes sub- 
stantive rules, under the provisions of this section of the act, any in- 
terested person has the opportunity to object to the proposed rules, 

request a public hearing, and to appear and participate in the public 
hearing. 

(d) When a public hearing is held, the agency must make detailed 
findings of fact based wpon substantial evidence of record in stating 
its reasons for adopting rules. 

(e) Substantive rules which are adopted are disseminated through 
publication in the Federal Register and through mailing copies of the 
rules to all who participated at the hearing. The rules are also pub- 
lished in the Code of Federal Regulations and are made available, 
in many instances, through service and regulatory announcements 
of the Food and Drug Administration. Likewise, many trade publi- 

cations publish the substance of rules which are adopted. This is en- 
couraged by press releases prepared in the Department and made 
available to all who might be interested. 


IIT. General statements of policy 


(a)—(e) The procedure for publishing statements of policy is simi- 
lar to that followed concerning procedural rules described in 3. I (a)- 
(e) above. Statements of policy y are adopted on the basis of experience 
and to fulfill a demonstrated need. The purpose of the statement and 
the reason for its issuance is set forth. 


IV. Interpretative rules 

(a2)—(e) The procedure for adopting nrneenetty rules is similar 
to that followed in adopting procedural rules in 3. I (a@)—(e) above. 
Interpretative rules are adopted when it becomes ev sao that a need 
exists for a declaration of the Department’s view concerning the mean- 
ing of statutory language. The reasons supporting the interpreta- 
tion adopted are set forth. 
V. Statements of the general course and method by which fune tions 

are channeled and determined 

(a)—(e) The general course and method by which functions are 
channeled and determined is established as a matter of policy by ad- 
ministrative officers of the Department and the Food and Drug Ad- 
ministration. In accordance with the provisions of the Administra- 
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tive Procedure Act a statement has been published in the Federal] 

Register (21 F. R. 6682). 

VI. Rules relating to the availability of information to the public and 
public access to or denial of matter contained in the agency’s files 


(a)—(e) Rules relating to availability of. information and files to 
the public are published under the Secretary’s authority to make regu- 
lations for the efficient enforcement of the act and are formulated 
through conferences between the legal and administrative staffs and 
approved by the Commissioner. The overall policy of the Adminis- 
tration is to make available to the public all information, the disclosure 
of which will not be incompatible with the public interest or result in 
revealing confidential matters. Sections 301 (j) and 408 (f) of the 
Federal Food, Drug, and Cosmetic Act [21 U. S. C. 331 (j) and 

8 (f)] require certain information obtained by the Administration, 
such as trade secrets and material submitted concerning proposed 
tolerances for pesticide chemicals to be kept confidential. This has 
been construed to include information submitted in new drug applica- 
tions. (See 21 C.F. R. 130.32 (21 F. R. 5576, 5581).) 

Public records and orders and opinions of the Administration are 
made available at the office of the Food and Drug Administration 
where issued. Official records such as reports of inspections or analy- 
ses are available under the procedure specified at title 21, Code of Fed- 
eral Regulations, section 4.1. The method of obtaining information 
has been published as part of the description of the organization and 
functions of the Food and Dr ug Administration at volume 21, Federal 
Register, page 6682. 

VII. Rules re lating to public Prope rty, including the use and disposi- 
tion of land 

(a)—(e) The Food and Drug Administration does not promulgate 
any rules of this type. 

VIII. Rules re lating to the making of loans to public or private partie 8 

(a)—(e) The Food and Drug Administration does not promulgate 
any rules of this nature. 

IX. Rules relating to the making of grants of public funds to private 
and public parties for rehabilitation, education, and other pur- 
poses 


(a)—(e) The Food and Drug Administration does not promulgate 
any rules of this nature. 


AX. Rules or instructions relating to standards for negotiation of and 
the grant of contracts 
(a)—(e) The Food and Drug Administration does not promulgate 
any rules of this nature. 
AI. Practice manuals for field or other agency personnel explaining 
the law administered or the agency’s policies thereon 
(a)—(e) Practice manuals for field or other agency personnel are 
formulated by the staffs of the different bureaus of the Food and Drug 
Administration, based upon their experience in administering the law. 
Such practice manuals are not made available to the public. 
ATT. Rules of practice 
(a)-(e) See I, Procedural rules (supra). 
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X/IT. Rules relating to agency management, organization, and per- 
sonnel 

(a)—(e) A description of the organization, functions, and proce- 
dures of the Administration has been published pursuant to section 
3 (2) of the Administrative Procedure Act. (See 21 F. R. 6682.) 

Notice, hearing, and a record of the hearing are required by the 
idles sections of the Federal Food, Drug, and Cosmetic Act in 
respect to rulemaking functions: Sections 507 (f), 408, 701 (e) (21 
U.S. C. 357 (f), 364a, 371 (e)). 

In each case where notice and hearing is required before promulgat- 
ing rules, the notice required to be given is published in the Federal 
Register. The notice includes a proposed text of the rule to be promul- 
gated in most instances. Occasionally the subject matter to be cov- 
ered by the rule is set forth in the notice without a draft of the rule 
itself. The hearing afforded is a formal rulemaking hearing, pre- 
sided over by a hearing officer appointed pursuant to section 11 “of the 
Administrative Proc edure Act, and the record kept is a verbatim 
transcript taken by an official reporter and reduced to permanent 
— 

The information requested in this question has been supplied 
in answer to question 3. 

6. (a) The Food and Drug Administration has frequently afforded 
public participation in rulemaking when not required by statute to 
do so. For example, section 5038 (b) (3) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S. C. 353 tb) 4 3)) authorizes the Secretary 
to remove drugs from the category a h can be dispensed only upon 
prescription. No hearing is required by this section. In order to 
fully develop all pertinent scientific information and medical opinion 
concerning certain drugs proposed for over-the-counter use the Secre- 
tary has afforded public hearings in promulgating such regulations. 

As deseribed in answer to question 3 above, less formal public par- 
tic ipation also occurs at times through informal conferences with 
interested persons before rules and regulations are promulgated. 

(>) The Secretary in administering the Federal Food, Drug, and 
Cosmetic Act has found that notice of proposed rulemaking and public 
procedure thereon is impracticable, unnecessary, or contrary to the 
public interest. pursuant to section 4 (a) of the Administrative Pro- 
cedure Act in formulating rules prescribing fees for certification serv- 
ices under section 406 (b), 504, 506, 507, and 604 of the act (21 U.S. C. 
346 (b), 354, 356, 357, 364) ; in prescribing fees for establishing pesti- 
cide chemical tolerances under section 408 of the act (21 U.S. C. 346a) ; 
in formulating rules concerning certification procedures for antibiotics 
and insulin under sections 506 and 507 of the act (21 U.S. C. 356, 357) ; 
and in formulating and publishing regulations pertaining to the in- 
spection of processed shrimp and canned oysters and collecting fees 
for such inspection under the provisions of section 702a of the act 
(21 U.S. C. 3722). 

Rules and rulemaking procedures are modified, amended, and 
ronialed upon the initiative of the Secretary of Health, Education, 
and Welfare, or the Commissioner of Food and Drugs, or upon the 
petition of an intel ‘ested person in accordance with ‘the procedures 
described for promulgation of particular types of rules in answer to 
question 3, above. 
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8. Under the » provisions of sections 507 (f) and 701 (e) of the act 
(21 U.S. C. 357 (f) and 371 (e)), any interested person may petition 
the Secretary for the issuance, amendment, or repeal of the regula- 
tions governed by these sections. Under section 408 (d) (1) of the 
act (21 U. S. C. 346a), the person requesting the establishment of a 
pesticide tolerance must be a person who has submitted an applica- 
tion for the registration of an economic poison under the Federal 
Insecticide, F ungicide, and Rodenticide Act. 

The procedure and subsequent action thereon is established by 
these sections of the act which have been submitted as exhibits in 
answer to question 4 above. 

During 1955 and 1956, 373 petitions relating to rulemaking were 
received by the Food and Drug Administration. These petitions 
resulted in 130 final regulations. These proposals were received 
for establishing food standards regulations, for setting tolerances for 
pesticide chemicals, for amending the list of drugs classed as habit 
forming, and for issuing antibiotic regulations. Forty-two orders 
of a similar nature were issued upon the initiative of the agency 
during the years 1955 and 1956. The agency issued 28 other regula- 
tions upon its own initiative during 1955 and 1956. 

Since the regulations issued upon petition often involved action 
upon more than one pet rition, and since some petitions received are 
still receiving consideration, the number of final regulations issued 
does not accurately reflect the number of petitions acutally granted. 

9. None of the rules promulgated by the Food and Drug Adminis- 
tration involve: 

(a) Any matter, naval, or foreign affairs function of the United 
States, or 

(5) Any matter relating to agency management or personnel, 
or 

(c) Public property, loans, grants benefits, or contracts. 

Since the Food and Drug Administration is not engaged in pro- 
mulgating rules of this nature, we have no experience upon which 
to base comments as to the desirability of public participation. 

10. (a) It is the practice of the Food and Drug Administration to 
accompany rules issued after informal proceedings with a recital 
that all relevant matter presented to the agency has been considered. 
Submissions are not listed or categorized. 

(6b) The sections of the Federal Food, Drug, and Cosmetic Act 
providing for the issuance of regulations upon the petition of inter- 
ested persons require the petitions to state “reasonable grounds.” 
The rules of procedure do not make this more specific, but an ex- 
planatory statement of policy on this point has been adopted to ex- 
plain what type of submission should be made (21 C. F. R. 3.36) in 
an effort to avoid proceedings that obviously have no merit and 
would be a waste of time, both for the petitioner and the agency. 

Section 408 of the act (21 U.S. C. 346a), concerning regulations 
for the establishment of pesticide chemical tolerances, requires peti- 
tions to contain specific data. The rules of procedure (21 C. F. R. 
120.1 et seq.) make such requirements even more definite. 

11. (24) The Food and Drug Administration finds that good cause 
exists for making the effective date of a regulation less than 30 days 
after its publication where the rules are promulgated after full con- 
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sultation and agreement with affected parties and when it is in the 
interest of the public to have the regulation effective immediately. 
This is true in the case of regulations concerning antibiotics where it 
is in the interest of the public to allow a new antibiotic drug to be 
placed on the market as soon as possible without waiting 30 days. 
This procedure has full industry support. An example of this type 
of regulation appeared in the Federal Register November 28, 1956, 
page 9291 (F. R. Doc. 56-9725). 

(6) The Food and Drug Administration has found that the re- 
quired publication of substantive rules granting exemptions and re- 
lieving restrictions concerning the use of antibiotics need not be 30 
days prior to their issue dates. For example, on September 12, 1956, 
a regulation was issued relieving certain salts of antibiotic drugs froi: 
the requirements of section 502 (1) of the act in regard to certificates 
where the drugs are to be used for instruction purposes rather than 
drug uses. A copy of this regulation is attached as exhibit 26, 

iv. The Food and Drug Administration has specific statutory au- 
thority to issue emergency rules under the provisions of section 404 
of the Federal Food, Drug, and Cosmetic Act (21 U.S. C. 344). This 
section provides that whenever the Secretary finds after an investi- 
gation that the distribution in interstate commerce of any class of 
food may, by reason of contamination with microorganisms, be in- 
jurious to health, he shall promulgate regulations providing for the 
issuance of permits. Section 701 (e) of the act allows such orders 
to become effective in emergency conditions at such date as the Secre- 
tary finds necessary. This provision in section 701 (e) of the act is 
also made applicable to regulations issued under sections 401, 403 (j), 
406 (a) and (b), 501 (b), 502 (d), 502 (h), 504, and 604. No emer- 
gency rules have been promulgated during the last 2 years. 

13. Rulings promulgated by Food and Drug Administration as 
published in Federal Register during calendar years 1955 and 1956. 

( All sections referred to are sections of the Federal Food, Drug, and 
Cosmetic Act unless otherwise noted. ) 

Number docu- 
ments pub- 
Pesticide chemicals—Sec. 408 (21 U. 8. C. 346a) : lished, by type 
Final order promulgating general regulations re procedure for estab- 
lishing tolerances and exemptions from tolerances (Federal Regis- 

ter, Feb. 4, 1955, p. 759 (F. R. Doe 55-1025) ) 

Final orders amending general regulations 


(Published in Federal Register September 16, 1955; 20 F. R. 6928) 
TITLE 21—FOOD AND DRUGS 


CHAPTER I—Foop AND DRUG ADMINISTRATION, DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


ParRT 120—TOLERANCES AND EXEMPTIONS FROM TOLERANCES FOR PESTICIDE 
CHEMICALS IN ORON RAW AGRICULTURAL COM MODITIES 


FEES 


By virtue of the authority vested in the Secretary of Health, Education, and 
Welfare by the Federal Food, Drug, and Cosmetic Act (secs. 408, 701, 68 Stat. 
O11, 52 Stat. 1055; 21 U.S. C. 346a, 3871) and delegated to the Commissioner of 
Foods and Drugs by the Secretary (20 F. R. 1996), the general regulations for 
setting tolerances and granting exemptions from tolerances for pesticide chemi- 
cals (21 CFR 120; 20 F. R. 789, 2304, 4772) are amended by changing paragraphs 
(a) through (g), inclusive, of § 120.33 to read as follows: 
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§ 120.33 Fees. (a) Except as noted in paragraphs (b) and (c) of this sec- 
tion, each petition or request for the establishment of a tolerance shall be accom- 
panied by a deposit of $1,000.00, plus $100.00 for each raw agricultural commod- 
ity more than nine on which the establishment of a tolerance is requested. 

(b) Except as noted in paragraph (c) of this section, a petition requesting 
two or more numerical tolerance levels shall be accompanied by a deposit of 
$1,500.00, plus $100.00 for each raw agricultural commodity more than 14 on 
which the establishment of a tolerance is requested. 

(c) Each petition or request for the establisment of a tolerance at a lower 
numerical level or levels than a tolerance already established for the same 
pesticide chemical, or for the establishment of a tolerance on additional raw 
agricultural commodities at the same numerical level as a tolerance already 
established for the same pesticide chemical, shall be accompanied by a deposit 
of $100.00, plus $100.00 for each raw agricultural commodity on which a tolerance 
is requested. 

(d) Each petition or request for an exemption or a temporary exemption from 
the requirement of a tolerance, a temporary tolerance, or the amendment or repeal 
of a tolerance or exemption shall be accompanied by a deposit of $1,000.00, unless 
it meets the requirements of subparagraph (1) or (2) of this paragraph. 

(1) Such deposit is not required when, in connection with the change sought 
under this paragraph, a petition or request is filed for the establishment of new 
tolerances to take the place of those sought to be amended or repealed and a 
deposit is made as required by paragraph (a) or (b) of this section. 

(2) A request for a temporary tolerance for a pesticide chemical which has a 
tolerance for other uses at the same numerical level shall be accompanied by a 
deposit of $100.00 for clerical handling and initial administrative review, plus 
$100.00 for each raw agricultural commodity on which the temporary tolerance 
is sought. 

(e) If a petition or a request proposing the issuance of a regulation is not 
accepted for filing or processing because it is technically incomplete, the deposit, 
less a $100.00 fee for clerical handling and initial administrative review, shall 
be returned unless the peititioner indicates that he wishes to submit a supple- 
ment, in which case the deposit will be held by the Commissioner, and the supple- 
ment shall be accompanied by a nonreturnable fee of $100.00. 

(f) When a petition is withdrawn after filing and resubmitted within 6 months, 
it shall be accompanied by a deposit of $300.00, or by a deposit equal to the one 
originally submitted, whichever is smaller. If resubmitted after 6 months, it 
shall be accompanied by the deposit that would be required if it were being 
submitted for the first time. 

(g) After a petition has been filed, any additional information or data sub- 
mitted in support of it (i. e., any substantive amendment) shall be accompanied 
by a deposit of $300.00 or by a deposit equal to the one originally submitted, 
whichever is smaller. 


~ + * * * * * 


Effective date. This order shall be become effective 30 days following the 
date of its publication in the Federal Register. 

Notice and public procedure are not necessary prerequisites to the promulga- 
tion of this order, and I so find, since the fees set forth in this order are neces- 
sary in order to provide, equip, and maintain an adequate service and the col- 
lection of such fees is required by law. 

(Secs. 408, 701, 68 Stat. 511, 52 Stat. 1055; 21 U.S. C. 348, 371). 

Dated: September 12, 1955. 

Gero. P. LARRICK, 
Commissioner of Food and Drugs. 
Number docu- 


menta pub- 
lished, by type 


Final order and findings of fact issued pursuant to public hearing held 
under sec. 406 of Federal Food, Drug, and Cosmetic Act (Federal 
Register, Mar. 11, 1955, p. 1473, F. R. Doc. 55-1999) __--_-____-______ 1 

Final orders acting on petitions by industry for establishment of toler- 
ances or exemptions from tolerances for specific pesticide chemicals_ 51 
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(Published in Federal Register September 30, 1955) 
(For insertion in Federal Register of March 11, 1955) 
TITLE 21—FOOD AND DRUGS 


CHAPTER I—Foop AND DruG ADMINISTRATION, DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


PaArT 120—ToOLERANCES AND EXEMPTIONS FROM TOLERANCES FOR PESTICIDE CHEMI- 
CALS IN OR ON RAW AGRICULTURAL COMMODITIES 


FOLERANCES FOR RESIDUES OF ARAMITE (2-(P-TERT-BUTYLPHEN OXY) -ISOPROPYL-2- 
CHLOROETHYL SULFITE) 


The United States Rubber Company filed a petition requesting the establish- 
ment of tolerances for residues of Aramite (2-(p-tert-butylphenoxy ) -isopropyl- 
2-chloroethyl sulfite) on certain designated raw agricultural commodities. The 
Food and Drug Administration concluded that a zero tolerance should be estab- 
lished on Aramite residues and so advised the petitioner. 

The United States Rubber Company withdrew the original petition and filed 
an amended petition proposing a lower tolerance for residues of Aramite. The 
company requested that if the Food and Drug Administration adhered to its 
initial conclusion that a zero tolerance should be issued, the amended petition 
be referred to an advisory committee. 

An advisory committee to consider Aramite was appointed in accordance with 
the Federal Food, Drug, and Cosmetic Act (sec. 408 (g), 68 Stat. 514; 21 U. 8. C. 
346a (g)). The petition and other data before the Food and Drug Administra- 
tion were referred to the committee with a request that it make a report and 
recommendations thereon. 

The committee concluded that the continued use of Aramite at a residue level 
not to exceed 1 part per million would offer no hazard to the public. It recom- 
mended that a tolerance of 1 part per million be established for residues of 
Aramite. 

Copies of the report and recommendations of the committee are on file with 
the Hearing Clerk, Department of Health, Education, and Welfare, Room 5440, 
Health, Education, and Welfare Building, 330 Independence Avenue SW., Wash- 
ington 25, D. C. 

The Secretary of Agriculture has certified that this pesticide chemical is use- 
ful for the purposes for which tolerances are requested. 

The amended petition does not show whether Aramite residues present on 
forage consumed by dairy animals are excreted in milk. Aramite residues should 
not be present in milk. 

After due consideration of the data submitted in the petition, the report and 
recommendations of the advisory committee, and other relevant material, it is 
concluded that the tolerances established in this order will protect the public 
health. Therefore, by virtue of the authority vested in the Secretary of Health, 
Education, and Welfare by the Federal Food, Drug, and Cosmetic Act (see. 408 
(d) (2); 68 Stat. 512; 21 U. S. C. 346a (d) (2)) and delegated to the Commis- 
sioner of Food and Drugs by the Secretary (20 F. R. 759), the regulations for 
the establishment of tolerances and granting exemptions from tolerances in or 
on raw agricultural commodities (21 CFR, Part 120; 20 F. R. 1473) are amended 
as follows: 

Part 120 is amended by adding the following new section : 

§ 120.107 Tolerances for residues of Aramite. (a) A tolerance of 1 part per 
million is established for residues of Aramite (2-(p-tert-butylphenoxy ) -iso- 
propyl-2-chloroethyl sulfite) on the raw agricultural commodities apples, blue- 
berries, cantaloups, celery, cucumbers, grapefruit, grapes, green beans, lemons, 
muskmelons, Oranges, peaches, pears, plums, raspberries, strawberries, sweet 
corn (kernels) but not forage thereof, tomatoes, watermelons. 

(b) A tolerance of zero is established for residues of Aramite in or on the 
raw agricultural commodities alfalfa and soybeans (whole plant). 

Any person who will be adversely affected by the foregoing order may at any 
time prior to the thirtieth day from the effective date of this order file with the 
Hearing Clerk, Department of Health, Education, and Welfare, Room 5440, 330 
Independence Avenue SW., Washington 25, D. C., written objections thereto. 
Objections shall show wherein the person filing will be adversely affected by this 
order, shall specify with particularity the provisions of the order deemed objec- 
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tionable and reasonable grounds for the objections, and may request a public 
hearing upon the objections. Objections may be accompanied by a memorandum 
or brief. All documents shall be filed in quintuplicate. 

Effective date. This order shall be effective upon publication in the Federal 
Register. 

(See. 408 (d) (2), 68 Stat. 512; 21 U. S. C.346a (d) ( )). 

Dated : September 26, 1955. 

Geo. P. LARRICK, 
Conunissioner of Food and Drugs. 
* ue ~ * * e * 


TOLERANCE FOR RESIDUES OF 3-(p-CHLOROPHENYL)-1, 1-DIMETHYLUREA 


On June 10, 1955, a petition was filed with the Food and Drug Administration 
requesting the establishment of a tolerance for residues of 3-(p-chloropheny] )-1, 
1-dimethylurea in or on certain raw agricultural commodities. 

The Secretary of Agriculture has certified that this pesticide chemical is 
useful for the purposes for which a tolerance is being established. 

After consideration of the data submitted in the petition and other relevant 
material which show that the tolerance established in this order will protect the 
public health, and by virtue of the authority vested in the Secretary of Health, 
Education, and Welfare by the Federal Food, Drug, and Cosmetic Act (sec. 408 
(d) (2), 68 Stat. 512; 21 U. S. C. 346a (d) (2)) and delegated to the Com- 
missioner of Food and Drugs by the Secretary (21 CFR 120.7 (g); 20 F. R. 
759), the regulations for tolerances and exemptions from tolerances for pesticide 
chemicals in or on raw agricultural commodities (21 CFR Part 120; 20 F. R. 
1473) are amended by adding the following new section: 

§ 120.108 Tolerance for residues of 3-(p-chlorophenyl)-1,1-dimethylurea. <A 
tolerance of 1 part per million for residues of 3-(p-chlorophenyl)-1, 1-dimethy]- 
urea is established in or on the following raw agricultural commodities: 
Asparagus, cottonseed, onions (dry bulbs only), pineapple, spinach, sugarcane. 

Any person who will be adversely affected by the foregoing order may, at any 
time prior to the thirtieth day from the effective date of this order, file with the 
Hearing Clerk, Department of Health, Education, and Welfare, Room 5440, 330 
Independence Avenue SW., Washington 25, D. C., written objections thereto. 
Objections shall show wherein the person filing will be adversely affected by 
this order, shall specify with particularity the provisions of the order deemed 
objectionable and reasonable grounds for the objections, and may request a 
public hearing upon the objections. Objections may be accompanied by a 
memorandum or brief in support thereof. All documents shall be filed in 
quintuplicate. 

Effective date. This order shall be effective upon publication in the Federal 
Register. 

(Sec. 408 (d) (2), 68 Stat. 612; 21 U. 8. C. 346a (d) (2)) 

Dated: September 26, 1955. 

GEO. P. LARRICK, 
Commissioner of Food and Drugs. 
Number docu- 


menta pub- 
lished, by type 


Final orders on notice of proposal or initiative of Commissioner of 
Food and Drugs for establishment of specific tolerances 


~ 


TITLE 21—FOOD AND DRUGS 


CHAPTER I—F0o0p AND DRUG ADMINISTRATION, DEPARTMENT oF HEALTH, 
EDUCATION, AND WELFARE 


SUBCHAPTER B—Foop AND Foop Propucts 


PART 120—TOLERANCES AND EXEMPTIONS FROM TOLERANCES FOR PESTICIDE 
CHEMICALS IN OR ON RAW AGRICULTURAL COMMODITIES 


TOLERANCES FOR RESIDUES OF INORGANIC BROMIDES FROM FUMIGATION WITH 
ETHYLENE DIBROMIDE 


No objections have been filed to the proposed tolerances for residues of 
inorganic bromides resulting from fumigation with ethylene dibromide pub- 
lished in the FrepERAL REGISTER on August 11, 1956 (21 F. R. 6046), and no 
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request has been received for referral of the proposal to an Advisory Committee. 
Therefore, by virtue of the authority vested in the Secretary of Health, Educa- 
tion, and Welfare by the Federal Food, Drug, and Cosmetic Act (sec. 408 (b) 
and (e), 68 Stat. 514; 21 U. S. C. 346a (b) and (e)) and delegated to the 
Commissioner of Food and Drugs by the Secretary (21 CFR 120.29 (a)), It is 
ordered, That the regulations for tolerances for pesticide chemicals in or on 
raw agricultural commodities (21 CFR Part 120; 21 F. R. 5620) be amended 
by changing § 120.146 to read as follows: 

§ 120.146 Tolerances for residues of inorganic bromides resulting from fumi- 
gation with ethylene dibromide. (a) Tolerances of 50 parts per million are 
established for residues of inorganic bromides (calculated as Br) in or on 
the following grains that have been fumigated with ethylene dibromide: Barley, 
corn, oats, popeorn, rice, rye, sorghum (milo), wheat. 

(b) Tolerances of 10 parts per million are established for residues of inorganic 
bromides (calculated as Br) in or on the following commodities that have been 
fumigated with ethylene dibromide in accordance with the Mediterranean 
Fruit Fly Control Program or the Quarantine Program of the U. S. Depart- 
ment of Agriculture: Beans (string), bitter melon (Mormodica charantia), 
Cavendish bananas, citrus fruits, cucumbers, guavas, mangoes, papayas, peppers 
(bell), pineapples, Zuccini squash. 

Any person who will be adversely affected by the foregoing order may, at 
any time prior to the thirtieth day from the effective date thereof, file with 
the Hearing Clerk, Department of Health, Education, and Welfare, Room 5440, 
330 Independence Avenue SW., Washington 25, D. C., written objections thereto. 
Objections shall show wherein the person filing will be adversely affected by 
this order, specify with particularity the provisions of the order deemed ob- 
jectionable and reasonable grounds for the objections, and request a public 
hearing upon the objections. Objections may be accompanied by a memorandum 
or brief in support thereof. All documents shall be filed in quintuplicate. 

Effective date. This order shall be effective upon publication in the FrpERAL 
REGISTER. 

(Sec. 701, 52 Stat. 1055, as amended; 21 U. S. C. 371. 
sec. 408, 68 Stat. 511; 21 U. 8. C. 346a) 

Dated : September 18, 1956. 

[SEAL] 


Interprets or applies 


Rosert 8S. Rog, 
Acting Commissioner of Food and Drugs. 


[F. R. Doc. 56-7626 ; Filed, Sept. 21, 1956 ; 8: 47 a. m.] 
Number docu- 
ments pub- 


lished, by type 
Color certification—Sec. 406 (b), 504, 604 (21 U.S. C. 346 (b), 354, 364) : 


Findings of fact and final order after public hearing, amending color- 


certification regulations (see 20 F. R. 8492)__----________________ 1 
Habit-forming drugs—Sec. 503 (b) (8): 
Order refusiitg' to amend repalations. oo a 1 


(Published in the Federal Register August 17, 1956; 21 F. R. 6199) 
DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE 
Foop AND DruG ADMINISTRATION 
[21 CFR, PART 165 
[Docket No. FDC 30 (a) ] 


ORDER DEN YING PETITION TO REOPEN HEARING RE CLINICAL DERIVATIVES OF SUBSTANCES 
DESIGNATED AS HABIT-FORMING 


On June 7, 1955, pursuant to a petition by Tailby-Nason Company, 49 Amherst 
Street, Cambridge 42, Massachusetts, and notice duly published ni the Federal 
Register of May 7, 1955 (20 F. R. 3113), a public hearing was held in Wash- 
ington, D. C., for the purpose of receiving evidence on the proposal to remove 
acetylcarbromal and bromural from the list of habit-forming chemical deriva- 
tives of carbromal (21 CFR 165.1). 

Testimony was heard and exhibits were received in evidence, including an 
affidavit of Dr. Frank C. Combes. At that time attention was called to the slight 
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weight that could be given to the affidavit in the face of oral testimony and in 
view of the lack of opportunity to cross-examine the affiant. 

On the petitioner’s request the hearing was recessed until September 13, 1955, 
to enable petitioner to complete a clinical study and to obtain further evidence in 
support of its proposal that the two drugs in question be removed from the list 
of habit-forming drugs. 

A second hearing was held on September 13, 1955, when additional testimony 
and exhibits were offered. Nothing more was said about the Combes affidavit. 
Dr. Combes was not offered as a witness, and no explanation of his unavailability 
was made. 

Thereafter, on March 27, 1956, there was published in the Federal Register 
(21 F. R. 1866) a proposed order containing findings of fact and conclusion based 
on the whole record made at the public hearing. The Department concluded 
that the evidence did not warrant the removal of acetylearbromal and bromural 
from the list of drugs the labels of which are required to bear the statement 
“Warning—May be habit forming.” 

The Tailby-Nason Company, on or about May 16, 1956, filed a petition to 
hold in abeyance the proposed order and to reopen the hearing to permit the 
petitioner to adduce further evidence in support of its position. The petition 
outlines in general terms the evidence intended to be produced. Petitioner offers 
to bring Dr. Combes to testify in person about clinical studies he has made, 
both before and after the public hearings, on ambulatory patients. The petition 
offers the testimony of unnamed clinicians about their clinical observations on 
ambulatory patients, and offers to have these clinicians testify that the judg- 
ment criteria applied by the Department in Finding 4, particularly the require- 
ment that test subjects not be ambulatory, are arbitrary and unsound. The 
essence of the petition is that the Department is wrong in finding that ambula- 
tory patients are not satisfactory in a clinical study of habit-forming potentiali- 
ties of drugs. 

The evidence intended to be produced at the hearing, if reopened, is not newly 
discovered ; it could have been produced at either hearing. It admittedly does 
not meet the standard required by the proposed order for evaluation of habitua- 
tion to drugs, but would be concerned with ambulatory patients only and would 
be subject to the objections specifically enumerated in Finding 4 b. Since this 
testimony would be merely cumulative and would prove nothing more than 
that some clinicians believe that ambulatory patients are suitable for studies 
of this kind (contrary to the Department’s judgment based on the testimony 
of a highly qualified expert), it would not change the result if it were received. 

Therefore, It is ordered, that the petition to reopen the hearing be denied. 

Dated: August 13, 1956 

Heroin C, Hunt, Acting Secretary. 
Number docu- 
menta pub- 
lished, by type 
Order denying petition to reopen hearing (sec. 21 F. R. 6176)________ 1 
Insulin certification—Sec. 506 (21 U. S. C. 356) : 
Order reissuing insulin regulations effecting amendments and for 
codification changes (Federal Register, Nov. 29, 1955)____________ 1 
Antibotics—Sec. 507 (21 U.S. C. 357): 
Orders promulgating amendments to regulations re tests and methods 
of assay and certification of antibiotic and antibiotic-containing 
drugs (Federal Register, Nov. 26, 1956, p. 9291)______-___________ 81 
Tea Importation Act—Sec. 2, 10 (21 U.S. C. 42, 50): 
Orders fixing yearly standards for tea 
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(Published in Federal Register February 29, 1956; 21 F. R. 1317) 
TITLE 21—FOOD AND DRUGS 


CuapTerR I—Foop AND DruG ADMINISTRATION, DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


SUBCHAPTER E—REGULATIONS UNpbER Speciric Acts or ConGress OrHer THAN 
THE Foop, Drug, aND CosSMETIC ACT 


Part 281—ENFORCEMENT OF THE TEA IMvpoRTATION ACT 
TEA STANDARDS 


Pursuant to the authority of the Tea Importation Act (sees. 2, 10, 29 Stat. 
607, 41 Stat. 712, 57 Stat. 500; 21 U. S. C. 42, 50), the regulations for the 
enforcement of this act (21 CFR 281; 20 F. R. 9807) are amended by changing 
§ 281.19 (a) to read as follows: 

§ 281.19 Tea standards. (a) Samples for standards of the following teas, 
prepared, identified, and submitted by the Board of Tea Experts on February 16, 
1956, are hereby fixed and established as the standards of purity, quality, and 
fitness for consumption under the Tea Importation Act for the year beginning 
May 1, 1956; and ending April 30, 1957: 

(1) Formosa Oolong. 

(2) Java Black (for all black tea except Formosa and Japan Black and 
Congou type). 

(3 Formosa Black (Formosa Black and Congou type). 

(4) Japan Black. 

(5) Japan Green. 

(6) Scented Canton type. 

(7) Canton Oolong type. 

These standards apply to tea shipped from abroad on or after May 1, 1956, 
Tea shipped prior to May 1, 1956, will be governed by the standards which became 
effective May 1, 1955 (20 F. R. 1344). 

Notice and public procedure are not necessary prerequisites to the promulga- 
tion of this order, and I so find, since the amendment is based upon the recom- 
mendation of the Board of Tea Experts, which is comprised of experts in teas 
drawn from the Food and Drug Administration and the tea trade, so as 
to be representative of the tea trade as a whole. 

(See. 10, 29 Stat. 607; 21 U. S. C. 50; applies sec. 2, 41 Stat. 712, 57 Stat. 500; 
21 U.S. C. 42) 

Dated: February 21, 1956. 

Geo. P. LARRICK, 
Commissioner of Food and Drugs. 
Number docu- 
ments pub- 
lished, by type 
Statements of Policy or Interpretation—Sec. 701 (a) (21 U. S. C. 371 (a)): 
Policy and interpretative rulings issued pursuant to Federal Food, 
Drug, and Cosmetic Act, and amendments thereto 





(2ublished in Federal Register October 27, 1956, 21 F. R. 8238) 
TITLE 21—FOOD AND DRUGS 





CHAPTER I—F oop AND DruG ADMINISTRATION 
DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE 
SUBCHAPTER A—GENERAL 
Part 3—STATEMENTS OF GENERAL POLICY OR INTERPRETATION 
COBALT PREPARATIONS INTENDED FOR USE BY MAN 
Under the authority vested in the Secretary of Health, Education, and Welfare 
by the Federal Food, Drug, and Cosmetic Act (sec. 701, 52 Stat. 1055; 21 U. S. C. 


371) and delegated to the Commissioner of Food and Drugs by the Secretary 
(20 F. R. 1996), and pursuant to the provisions of the Administrative Procedure 
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Act (sec. 3, 60 Stat. 237, 238; 5 U. S. C. 1002), the following statement of policy 
is issued: 

§3.48 Cobalt preparations intended for use by man. The present state of 
scientific knowledge concerning the use of cobalt salts as hemopoietic agents is 
limited, in that the mechanism of their action is not known and the possible 
deleterious effects of prolonged administration have not been fully determined. 
Serious toxic effects have been reported to be associated with such use of cobalt 
preparations, but there is a difference of opinion whether the cobalt preparations 
were causative agents in these injuries. In view of the limitations of the current 
state of scientific knowledge regarding cobalt and in the interest of public 
health protection, the Food and Drug Administration is adopting the following 
policies concerning cobalt preparations intended for use by man. 

(a) Preparations containing per dosage unit more than 10 milligrams of cobalt 
chloride, or more than 2.5 milligrams of cobalt in the form of any cobalt salts 
are not safe for use except under the supervision of a practitioner licensed by 
law to administer the drug. 

(1) Such preparations should be labeled with the statement “Caution: Federal 
law prohibits dispensing without prescription.” 

(2) Such preparations are regarded as new drugs within the meaning of sec- 
tion 201 (p) of the Federal Food, Drug, and Cosmetic Act if their labeling or 
advertising sponsored by or on behalf of their distributor prescribes, recommends, 
or suggests the administration of more than 15 milligrams of cobalt in the form 
of any of its salts; for example, more than 60 milligrams of cobalt chloride per 
24-hour period. 

(3) The labeling of such preparations should bear adequate information for 
their use by physicians including, among other things, the following: 

(i) A statement that substantial quantities of iron salts should usually be 
administered simultaneously with the administration of cobalt, to obtain the 
maximum hemopoietic effect. 

(ii) A forthright disclosure of the toxic and adverse effects reported to be 
associated with the use of cobalt, including those effects in which the role of 
cobalt may be controversial. 

(iii) Disclosure of the fact that the possible deleterious effects of prolonged 
administration of cobalt are not fully known. 

(b) Articles containing per dosage unit more than 2 milligrams but not more 
than 10 milligrams of cobalt chloride, or more than 0.5 milligram but not more 
than 2.5 milligrams of cobalt in the form of any cobalt salts may be labeled with 
adequate directions for use in the self-medication of simple iron-deficiency 
anemia only; but such articles will be regarded as misbranded under the pro- 
visions of section 502 (f) (1) and/or section 502 (f) (2) and/or section 502 
(j), and may be regarded as new drugs within the meaning of section 201 (p) 
of the act, unless all the following conditions are met: 

(1) The dosages prescribed, recommended, or suggested in the labeling do not 
exceed 40 milligrams of cobalt chloride or 10 milligrams of cobalt in the form of 
any cobalt salts per 24-hour period. 

(2) When used as directed in the labeling, the preparations supply not less 
than 100 milligrams of ferrous sulfate (FeSO,.7H.0.) or its equivalent in the 
form of other assimilable salts of iron, per 24-hour period. 

(3) The labeling bears, in juxtaposition with the directions for use, clear 
warning statements, so designated, against: 

(i) Exceeding the recommended dosage. 

(ii) Administration to children under 12 years of age unless directed by a 
physician. 

(iii) Use for more than 2 months unless directed by a physician. 

(c) The policies stated in paragraph (b) of this section also apply to any 
article containing, per dosage unit, not more than 2 milligrams of cobalt chloride 
or not more than 0.5 milligram of cobalt in the form of any cobalt salt if the 
directions for its use prescribe, recommend, or suggest the use of more than 2 
milligrams of cobalt chloride or its cobalt equivalent per dose, or more than 
8 milligrams of cobalt chloride or its cobalt equivalent per 24-hour period. 

(d) Any cobalt-containing drug intended for use by man and which is mar- 
keted within the jurisdiction of the act contrary to the provisions of this state- 
ment after 60 days from the date of its publication in the Federal Register may 
be made the subject ef regulatory proceedings under the act. 
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(Sec. 701, 52 Stat. 1055; 21 U. S. C. 371. Interpret or apply secs. 201 (p), 
502 (f) (1), (f) (2), and (j), 52 Stat. 1040 et seq.; 21 U. S. C. 321 (p), 352 
(f) (1), (f) (2), and (j).) 

Dated: October 22, 1956. 

Gro P. LARRICK, 
Commissioner of Food and Drugs. 
Number docu- 
ments pub- 
New drugs—Secs. 505 and 701 (a) (21 U.S. C. 355, 371 (a)): lished, by type 
Final order promulgating procedural regulations for enforcement of 
new-drug provisions of Federal Food, Drug, and Cosmetie Act 
(Federal Register, July 25, 1956, p. 5576) .....-.....-..__-.... 1 
Prescription drugs—Secs. 503 (a) (3), 505 (c), 701 (a) (21 U.S. C. 35% 
(b) (3), 355 (¢), 371 (a)): 
Final orders issued pursuant to proposals for exempting certain drugs 
from prescription-dispensing requirements (Federal Register, Jan. 
Dh 1906. Zi BF. . AR an cactasdic a ned 14 
General Regulations—Sec. 701 (a) (21 U. 8. C. 3871 (a)): 
Order promulgating amendments to existing regulations (Federal 





Resister, Apr. 11, T0600; ZL IW. Iac Bee } ao cdc na weeeantcqummaaeiane 2 
Import Milk Act—Sec. 3 (21 U. 8. C. 148): 
Order promuighting amenqgmiente. ... ...n.. oo sc eecudanpnscnnnenee 1 


(Published in Federal Register, October 4, 1955 ; 20 F. R. 7364) 
TITLE—FOOD AND DRUGS 


CHAPTER I—Foop AND Drug ADMINISTRATION, DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


ParT 185—REGULATIONS FOR THE ENFORCEMENT OF THE FEDERAL IMPORT MILK AcT 
MISCELLANEOUS AMENDMENTS 


Under the authority vested in the Secretary of Health, Education, and Welfare 
by the Federal Import Milk Act (sec. 3, 44 Stat. 1102; 21 U. S. C. 148) and 
delegated to the Commissioner of Food and Drugs by the Secretary (20 F. R. 
1996), the regulations for the enforcement of the act (21 CFR Part 185) are 
amended by rewording §§ 185.6, 185.7, and 185.8 to read as follows: 

§ 185.6 Evaporated milk. Evaporated milk conforms to the definition and 
standard of identify for such food as set out in § 18.520 of this chapter. 

§ 185.7 Sweetened condensed milk. Sweetened condensed milk conforms to 
the definition and standard of identity for such food as set out in § 18.530 of this 
chapter. 

§ 185.8 Pasteurization. Pasteurization is the process of heating every particle 
of milk or cream to at least 148° F., and holding it at such temperature continu- 
ously for at least 30 minutes, or to at least 161° F., and holding it at such tem- 
perature continuously for at least 15 seconds. 

Notice and public procedure upon these amendments are impracticable and 
unnecessary, since the amendments are made to conform the regulations under 
the Federal Import Milk Act to those already in effect under the Federal Food, 
Drug, and Cosmetic Act, which are published at 21 CFR 18.520, 18.530, and 
19.500 (d) (2). The amendment to § 185.8 concerning pasteurization is also 
made to conform the regulations under the Federal Import Milk Act to the Milk 
Ordinance and Code recommended by the United States Public Health Service 
and which States, counties, and municipalities throughout the United States have 
adopted. 

Effective date. This order shall become effective 30 days from the date of pub- 
lication in the Federal Register. 

(Sec. 3, 44 Stat. 1102; 21 U.S. C. 148.) 

Dated: September 28, 1955. 

Gero. P. LARRICK, 
Commissioner of Food and Drugs. 


[F. R. Doe. 55-7971; Filed, Oct. 3, 1955; 8:47 a. m.] 
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Number docu- 
ments pub- 
Description of agency organization : lished, by type 
Functions and delegations of authority brought up to date (pursuant 
to Administrative Procedure Act) ; Federal Register, Oct. 9, 1956; 
a a cs set ini al Nramseseis bal een anaemia ease 
Revision title 21, chapter I: 
Recompilation and republication of all regulations under various acts 
Garret) aerUCnE. -TIOC. 2O BOO) olin ccnp eemacaamscerce 1 
Food standards—section 401 (21 U.S. C. 341): 
Petitions by industry for establishment of new standards or amend- 


we 


ing old standards (Federal Register, Aug. 28, 1956; 21 F. R. 6492) __ 11 
Final orders (interim) amending old standards or promulgating new 
ones (Federal Register, Sept. 8, 1956; 21 F. R. 6824)_-___________- 13 


Order indicating whether or not objections filed to final order (next 
above) and setting effective date of final order (Federal Register, 


Sr US oS 270k PT UE EIEIO Pas cs cs wa ances <cenendoced vow cas uapeache ware ier geie Caeeeeneomrnns & 
Order staying order setting effective date (Federal Register, May 3, 

Sa acs astanieninig apes avn ewe ee om 2 
Notice of hearing or postponement of hearing (Federal Register, Jan. 

| la ae Gf aa ASRS NE or or | Enc eee epee peek eae 2 
Notice aa time for filing comments on final orders (Federal 

Register, Feb. 1956) > 


Codification cilia necessitated by dry-milk solids amendment to i ‘ed- 
eral Food, Drug. and Cosmetic Act, etc. (Federal Register, Dec. 7, 
1956; 21 F. R. 9726) D 


14. (a) The meaning and intent of Congress has been found suffi- 
ciently clear and susceptible of implementation as to each rulemaking 
power administered by the Food and Drug Administration, except sec- 
tion 406 (a) (21 U.S. C. 346 (a) ) allowing the Secretary to set toler- 

ances for poisonous and deleterious substances when required or un- 
avoid: ible in the manufacture of food. 

(6) The problem encountered as to section 406 (a) is the meaning 
to be attributed to “poisonous and deleterious substances” and the 
phrase “required in the production” or which “cannot be avoided by 
good manufacturing practice.” Also, the practical problem is present 
that as the statute does not now forbid the use of new chemical addi- 
tives before their safety has been fully investigated and established, an 
untested chemical may be introduced into the Nation’s food supply. 
and the Government cannot stop this use until it takes on the scientific 
burden of establishing whether the chemical is a toxic one or is safe. 

(c) Congressional standards have been changed as to pesticide 
chemicals added to food. Originally such chemicals came under the 
general provisions of section 406 (a). This was found to be unwork- 
able, and Public Law 518, 83d Congress, 2d session., was passed which 
added section 408 to the act. (21 U. S. C. 346a). This section requires 
those desiring to market pesticide ¢ 4 iemicals to apply to the Secretary 
for a tolerance before using them on food. The Department co- 
operated with industry in having this amendment added to the law. 
Congress also has adopted measures to simplify the formal rulemaking 
process so as to eliminate the requirement of notice and hearing on all 
regulations that are noncontroversial, saving the formal hearing pro- 
cedure as 2 means solely for resolving controversial questions that arise 
in rulemaking (Public Law 335, 83d Cong., 2d sess., 68 Stat. 54 and 
Public Law 905, 84th Cong., 2d sess., 70 Stat. 919). This legislation 
grew out of experience showing that hearings were needlessly pro- 
tracted by consideration of noncontroversial questions. 
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(zd) Action of the agency as to regulations is by law committed to 
agency discretion under sections 403 o) (2), 403 (i) (2), 403 (kk), 
405, 502 (b), 502 (e), 502 (f) (1), 508 (2), 303 (b) (3), 505 (1), 506 
(a), (b), and (c) (partially), 507 (a), (b), (c), 602 (b), 603, 701 (a), 
702 (b), 702a of the Federal Food. tren BO tie Act (21 U.S.C. 
343 (e) (2), 343 (i) (2), 343 (k), 345, 352 (b), 352 (e), 352 (f) (1), 
353 (a), aa (b) (3), 355 (1), 356 (a), (b) and (c) (partially), 357 
(a), (b), (ce), 362 (b), 363, 371 (a), 372 (b), 37a), sections 1, 3, and 
10 of the Te ea Importation Act (21 U.S. C. 41, 43. and 50); section 
4 of the Filled Milk Act (21 U.S. C. 64) ; section 8 of the Import Milk 
Act (21 U.S.C. 143); section 9 (ec) (1) of the Federal Caustic Poison 
Act (15 U.S. C. 409 (ec) (1)). For the context of these sections, see 
the enclosed copies of the various acts. 

(¢) We do not believe any greater statutory specificity is desirable 
in these sections. 

(f) The Department has urged the passage of legislation designed 
to remedy the defects noted above in section 406 (a) (21 U.S. ¢ 
346 (a) ). 

The Select Committee To Investigate the Use of Chemicals in Foods 
and Cosmetics held hearings concerning this problem and presented 
its report on June 30, 1952 (Rept. No. 2356, 82d Cong., 2d sess.) 

Hearings were held before a subcommittee of the Committee on 
Interstate and Foreign Commerce on H. R. 4475, 7605, 1606, 8748, 
7607, 7764, 8271, and 8275 on January 31, February 1, 2, 3, and 14, 
1956. These bills were designed to remedy the defects in section 406 
(2). So far, no legislation has been passed. 


THe Secrerary or Hearra, Epucation, AND WELFARE, 
Washington, January 31, 1957. 
Hon. Wiritam L. Dawson, 
Chairman, Committee on Government Operations, 
Hlouse of Representatives, Washington, D. C. 

Drar Mr. Cnatrman: In response to your letter of November 19, 
1956, there are transmitted to you herewith the answers prepared to 
the questions included in section 1 of the questionnaire on adminis- 
trative organization, procedure, and practice insofar as these relate 
to the operations of the Public Health Service. 

Sincerely yours, 
M. B. Fotsom, Secretary. 


PUBLIC HEALTH SERVICE 
I. RULEMAKING 


For convenient statutory reference, see compilation in the Publie 
Health Service Manual of Laws. For reference to regulations, see 
the complete Revision and Republication of Public Health Service 
Regulations (42 C. F. R., ch. 1) in the Federal Register for December 
12, 1956 (21 F. R. 9805-9899). The new title 42 has not yet appeared 
in the printed code. ) 

1,3,4,5,7. Specific rulemaking powers.—It is not feasible to list 
all the various types of action, authorized under legislation related 
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to the Public Health Service, which might be deemed to fall within 
the term “rule” as broadly defined in the Administrative Procedure 
Act. In the enumeration which follows, the endeavor has been to 
identify those statutory provisions which provide specifically for the 
issuance of “regulations” in connection with the exercise of various 
types of rulemaking (whether administrative or prescribing rules to 
govern the conduct of members of the public, including governmental 
bodies other than Federal). It has also identified certain other statu- 
tory provisions (including provisions relating to grants) which call 
for action not required to be in the form of “regulations” but having 
legal consequences which affect members of the public (including 
governmental bodies other than Federal). 

This enumeration of statutory provisions indicates for each— 

(a) The statutory citation, and 

(6) Who is authorized to exercise it. 
Delegation of the authority to issue “regulations” is not author- 
ized (Public Health Service Act, sec. 202). All regulations of the 
Surgeon General are issued with the approval of the Secretary. 

Also shown by Roman numeral is the specific category or type of 
rule according to the classification shown under question 3 of the 
questionnnaire. Some difficulty has been encountered in this because 
of the fact that the categories are overlapping to a considerable 
degree and also because no one of the categories relates to the provision 
of services, one of the major functions of the Service (for example, 
medical services rendered to its various classes of beneficiaries). 

Also indicated are specific statutory requirements, insofar as they 
exist, which govern the exercise of these specific powers (question 
4). It should be noted that the Public Health Service conducts no 
rulemaking functions which are subject to a statutory requirement 
of a formal hearing (unless procedures under subsec. (e) of sec. 8 of 
the Water Pollution Control Act of 1956 are deemed to be rulemaking; 
ef. hearing procedure in nature of appeal from disapproval of State 
plans under sec. 5, Water Pollution Control Act, or State “hospital” 
construction plans or individual construction projects under secs. 623 
(b), 625 (a), and sec. 654, Public Health Service Act.) 

It would be impossible, certainly within the time limits allowed, to 
attempt to cover exhaustively all the processes followed in connection 
with the 13 categories, or the specific rulemaking provisions listed, 
with respect to the manner of collecting data, giving notice to inter- 
ested persons, explaining the reasons for rules adopted, and dis- 
seminating the rules adopted. Since formal rulemaking procedures 
are not required, the practice followed varies greatly according to 
the nature of the rule, the nature of the interested groups, and admin- 
istrative choice of available methods and techniques. In the field of 
grants, especially grants to States or pursuant to approved State plans, 
manual guides are extensively used as administrative tools and for 
the information of State agencies or other applicants. 

The requirements of section 4 of the Administrative Procedure Act 
are followed, as applicable, and all Federal Register material is pre- 
pared under the controlling Department manual, part 3, “General 
Administration—Federal Register Materials.” In the listing below, 
Federal Register publication is indicated, but it should be understood 
that such publication is administratively supplemented, as indicated 
above, in many ways as may be considered appropriate. 
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For the information of the committee, and as illustrations of the 
widely varying types of Service rulemaking activity, there are ap- 
pended to this part of the reply brief statements of the procedure fol- 
lowed in the case of two very different types of rulemaking, (1) 
amendments to the biologics control regulations to establish standards 
for the safety, purity, and potency of “poliomyelitis vaccine, and (2) 
the establishment of quarantine inspection hours for vessels in the 

various ports. 

As explained above, the enumeration of specific rulemaking authori- 
ties is as follows: 

(1) Prescription of number of commissioned officers in grade 
(XIIT) : 

(a) Act, section 206 (d). Regulations. 

(6) Surgeon General (42 C. F. R., ch. I, pt. 21). 

(2) Gover ning fellowship appointments (XII1) : 


(a) Act, section 207 (g). Regulations. 

(4) Surgeon General (42 C.F. R., ch. I, pt. 22.) 

(3) Div ‘iding Regular Corps into categories (XII) : 

(a) Act, section 209 (a). Regul: ations. 

(b) Surgeon General (42 C. F. ’R., ch. I, pt. 21.) 

(4) Gove erning leave without pay of commissioned officers on detail 
(XIIT): 


(a) Act, section 214 (d). Regulations. 

(6) Surgeon General (42 C. F. R. ,ch. I, pt. 21.) 

(5) Governing annual leave of commissioned officers (XITT) : 

(a2) Act, section 219 (a). Regulations. 

(6) Surgeon General (42 C. F. R., ch. I, pt. 21.) 

(6) Making grants for research projects recommended by statu- 
tory advisory councils (IX): 

(a) Act, section 301 (d), and as to particular disease areas, sec- 
tions 303 and 304, mental health; section 412 (d), heart disease; sec- 
tion 423 (a), dental diseases; section 433, other areas; section 636, 
studies related to the use of hospital facilities. 

Regulations not required by statute. 

(b) Surgeon General. Author ity has been delegated to the Direc- 
tor, National Institutes of Health, and Directors of each Institute as 
set forth in the Federal Register, June 21, 1955, section 109 (1) ; in the 
case of studies related to the use of hospital facilities, to the Chief, 
Bureau of Medical Facilities. 

Procedures governing applications for a grant and controls on 
utilization of granted funds are set forth m pamphlet Research and 
Traming Grants and Awards of the Public Health Service (Public 
Itealth Service publication 415) available to interested persons on 
request. 

(7) Allotments to States for grants for health activities under sec- 
tion 314 of act (IX): 

(a) Act, section 314 (d) and (e). Regulations. 

(6) Surgeon General. 

All regulations are required to be issued after consultation with 
conference of State health authorities, and their agreement if prac- 
ticable (act, sec. 314 (j). 42 C.F. R.,ch. I, pt. 51). 

(8) Fixing required State matching for grants for State health 
programs under section 314 of act (IX): | 

(a) Act, section 314 (h). Regulations. 
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(6) Surgeon General. 

All regulations are required to be made after consultation with 
conference of State health authorities, and their agreement if prac- 
ticable (act, sec. 314 (j). 42C. F. R., ch. I, pt. 51). 

(9) Management of hospitals and provision of medical care (XIIL 
in part. Does not fall clearly within any one of the categories indi- 
cated in the cee ure) : 

(a) Act, section 321. Regulations. 

(6) Surgeon Glenerél. (See 42 C. F. R., ch. I, pts. 31, 32, 33, 3 
OD. 356. ) 

Section 35.1 of the regulations provides as follows: 


9 


§ 35.1 Hospital and station rules. The officer in charge of a station or hos- 
pital of the Service is authorized to adopt such rules and issue such instruc- 
tions, not inconsistent with the regulations in this part and other provisions of 
law, as he deems necessary for the efficient operation of the station or hospital 
and for the proper and humane care and treatment of all patients therein. All 
general rules governing the conduct and privileges of patients, and of members 
of the public while on the premises, shall be posted in prominent places. 


(10) Medical examination of aliens under immigration laws (I and 
£432 

(a) Act, section 325; also under title 8, United States Code Anno- 
tated, section 1224. Regulations. 

(6) Surgeon General. (42 C. F. R., ch. I, pt. 34.) 

(11) Reception as patients of persons afflicted with leprosy; avail- 
ability of appropriations for travel cost of same (XIII in part): 

(a2) Act, section 331. Regulations. 

(6) Surgeon General. (42 C. F. R., ch. I, sec. 32.86.) 

(12) Informing prisoner addict of advisability of further treat- 
Rae after expiration of sentence (I) : 

(a) Act, section 343 (c). Regulations. 

(6) Surgeon General. (42 C. F. R., ch. 1, sec. 33.4.) 

(13) Fixing rates of care of voluntary drug addict patient (IT and 
XITT) : 

(a) Act, section 344 (b). Regulations not specified for this pur- 
pose. : 

(6) Surgeon General. 

This authority has been delegated to the Chief, Division of Hospi- 
tals, and the rate fixed appears in the PHS, Division of Hospitals, 
Operations Manual. 

(14) Transportation of discharged narcotic-addict patient (II 
and XITT): 

(a) Act, section 345 (d). Regulations. 

(6) Surgeon General. (42 C. F. R., ch. I, sees. 33.6, 33.7.) 

(15) Regulation of biological products—standards of safety, pu- 
rity, and potency—procedures for issuance, suspension, and revocation 
of establishment and product license (I and IT): 

(a) Act, section 351 (a) and (d). Regulations. 

(6) Regulations establishing the standards are issued joined by 
the Surgeon General of the Public Health Service, the Surgeon Gen- 
eral of the Army, and the Surgeon General of the Navy. Procedural 
regulations are issued by the Surgeon General of the Public Health 
Service, with the approval, as in the case of other regulations, of the 
Secretary. (42 C. F. R., ch. I, pt. 73.) 
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The procedure actually followed in promulgation of standards spe- 
cifically applicable to polio vaccine exemplifies this type of regula- 
tion, 


Exvample 1—Fixing standards of safety, purity, and potency for licensing of 
poliomyelitis vaccine. (Sec. 351, Public Health Service Act.) 

The collection of data began in late 1953 with the cooperative exchange of 
information and views with the originator of the vaccine, Dr. Jonas Salk, and 
technical personnel associated with the National Foundation for Infantile Pa- 

alysis. By this method, an early tentative draft of procedures for production 

of the product was developed by the Service and used by several manufacturers 
in producing vaccine for a trial period in 1954. The trial proved successful, and 
when, in April 1955, certain manufacturers obtained licenses to produce the 
product, in accordance with standards of general applicability already pre- 
scribed by regulation, arrangements were made for the licenses to follow, in 
addition, tentative production methods set forth in minimum requirements 
which had not yet been adopted as formal standards, and to bring to the atten- 
tion of the Service problems that developed in the interpretation and application 
of these tentative rules. A considerable amount of data was collected and 
reviewed by expert consultants employed by the Service for this purpose. On 
the basis of the continuing interchange of information between the Service and 
the manufacturers, the tentative procedures were amended several times. 

When this experience indicated to the Service a reasonably firm basis for the 
adoption of additional standards of particular applicability to this vaccine, the 
expert group in the Service was so constituted as to be representative of the 
Surgeons General of the Army and Navy who, by statute, would be the issuing 
authority, jointly with the Surgeon General of the Public Health Service, for 
any regulations. Beginning in November 1955, representatives of all licensed 
manufacturers and of the American Drug Manufacturers Association were given 
an opportunity to review and comment fully on a draft of proposed regulations 
before beginning formal rulemaking procedures. Exchange of views included 
the question for a need of certain of the proposed regulations and the extent to 
which the then existing standards (42 C. F. R. 73.1-73.79) were adequate. 

Following this informal review of the proposed standards, notice of rule 
making was published in the Federal Register setting out the proposed regula- 
tions in full, indicating the purpose of the proposal, and inviting interested mem- 
bers of the public to make written comments within 30 days (Feb. 9, 1956; 21 
F. R. 906). Written comments on behalf of the American Drug Manufacturers 
Association and of two licensed manufacturers were received. No hearings were 
requested and, in view of the scientific nature of the problems involved, none 
was deemed necessary. Many of the suggestions received were accepted, and 
the final regulations were adopted and published in the Federal Register July 
3, 1956 (21 F. R. 4922). 

The regulations thus adopted are codified to part 73 of title 42 of the Code of 
Federal Regulations and, in addition to being available to the public through 
this code, are compiled by the Service in pamphlet form and available on request 
both to members of the public and to any licensee or applicant for a license 
(Regulations of Biological Products, revised August 1956; PHS publication No. 


437). 

(16) Interstate and Foreign Quarantine (I and II): 

(2) Act, section 361. Regulations. 

(b) Surgeon General (42 C. F. R., ch. I, pts. 71 and 72). 

The act requires that regulations providing for apprehension and 
examination of persons believed to be infected with communicable dis- 
ease and about to travel from State to State may be adopted only 
upon recommendation of the National Advisory Health Council. 
There has been no exercise of this authority. 

(17) Special powers in time of war (Land IT) : 

(a) Act, section 363. Regulations. 

(6) Surgeon General, on recommendation of National Advisory 
Hfealth Council. This authority has not been exercised. 

(18) Establishment of quarantine inspection hours (XIII and I) : 

(a) Act, section 364 (b). Regulations not required. 
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(6) Surgeon General, on application of interested party, may 
establish extended hours. 

Authority delegated to Chief, Bureau of Medical Services, and 
Chief, Division of Foreign Quarantine. 

A statement on the usual boarding hours is included in the state- 
ment on procedures for foreign quarantine published pursuant to 
section 3 of the Administrative Procedure Act (sec. 289; 20 F. R. 
4345, June 1, 1955). 

There follows a statement as to the procedures actually followed 
in the fixing of these hours (sec. 364 (b) Public Health Service Act). 


The New York quarantine station had experimented with a daily 12-hour 
boarding schedule, beginning at 6 a m. and ending at 6 p.m. This arrange- 
ment at New York proved quite satisfactory. Accordingly, in December 1945, 
a letter was addressed to the [medical officers in charge of the] United States 
quarantine stations, pointing out the advantages of having a clearly defined 
Standard work period in which ships could be cleared, and requesting that a 
survey be made of all interested parties in the respective ports to determine if 
an established 12-hour boarding schedule would meet with their approval. The 
hours 6 to 6 or 7 to 7 were suggested. 

Contact was made with representatives of local steamship agents, steamship 
companies or operators, Government agencies, and other interested parties, and 
meetings were called for the purpose of discussing this matter. Those present 
indicated in writing their agreement and preference to hours (6 to 6 or 7 to 7) 
for boarding; those unable to attend were contacted by letter and were re- 
quested to indicate, in writing, their approval or disapproval. Following com- 
plete canvassing in each port, the respective medical officers in charge reported 
their findings to the Surgeon General, with the supporting documents from 
intended parties, and a letter was addressed to the medical officer in charge at 
each quarantine station establishing the hours agreed upon. 

The matter of publicizing this information was the responsibility of the 
medical officer in charge at each station. This was accomplished by various 
means, such as posting notice in public places, circular memorandums to inter- 
ested parties, individual letters, ete. 

(19) Bills of health—Dispensing with requirement of, and fixing 
fees—Vessels clearing or departing (I and IT): 

(a) Act, section 366. Reculations. 

(5) Surgeon General. (42C.F. R.,ch. I, pt. 71.) 

(20) Same for civil aircraft (Tand IT): 

(a) Act, section 367. Regulations. 

(6) SurgeonGeneral. (42 C.F. R.,ch. I, pt. 71.) 

(21) Availability of services, facilities, and materials of National 
Library of Medicine (VIT and VIIT): 

(a) Act, section 372 as added by Public Law 741, 84th Cong. This 
provision calls for “rules.” 

(6) Surgeon General, after receiving recommendations of statutory 
Board of Regents. This authority has not yet been exercised. 

(22) Making of radium loans (VII and VITT): 

(a) Act, section 408 (a) (1), Authority to “prescribe” conditions. 

(6) Surgeon General. 

This authority is exercised by the National Cancer Institute through 
regulations which are not published in full in the Federal Register but 
are available to all applicants. The method of application and the 
loan contract described in a Federal Register publication under section 
3 of Administrative Procedure Act (Sees. 252-255, 20 Federal Reg- 
ister, 4343, June 21,1955). 

(23) Establishment of fellowships—National Heart Institute 
(IX): 
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(a) Act, section 412 (g). Regulations. 

(6) Surgeon General. (42 C. F. R., ch. I, pt. 61.) 

(24) Making grants for training health personnel as recommended 
by statutory advisory councils: 

(a) Act. section 433 ( a), and in particular areas, section 303 (a) 
(1), mental health; section 412 (g), heart disease; and section 422 (f), 
dental diseases. 

Regulations required only for heart disease, but have been adopted 
as to all Institutes of National Institutes of Health. (42 C. F. R., 
ch. I, pt. 64.) 

(6) Surgeon General. Authority delegated to Director of National 
Tasestiten of Health and Director of each Institute and other officials. 
(See Federal Register June 21, 1955, sec. 109 (0).) 

Procedures for making applications and the controls on utilization 
of granted funds set forth in pamphlet cited in item 6 above. 

(Additional training grant authority for professional public health 
personnel and advanced ‘professional nurses were recently enacted and 
follow asimilar pattern. Act of August 2, 1956, Public Law 911, 80th 
Cong., enacting sections 306 and 307 of the act.) 

(25) Fixing standards for hospital-construction program, as to 
number of beds required for adequacy, priority, construction stand- 
ards, nondiscrimination requirements, and general methods of admin- 
istration of State plan (IX) : 

(a) Act, section 622. Regulations. 

(6) Surgeon General, with approval of Federal Hospital Council, 
as well as the Secretary. 

See, also, section 623 (c) postponing effectiveness of amendments to 
regulations requiring any change in State plan. (Question 7 of ques- 
tionnaire.) (42. F. R.,ch. I, pt. 53.) 

(26) Administrative regulations, hospital construction program 
(IX): 

(a) Act, section 633. Regulations. 

(>) Surgeon General (Approval of Hospital Council not required 
for administrative regulations.) (42 C. F. R., ch. I, pt. 53.) 

27) Standards for expanded medical facilities construction pro- 
gram (1X), generally comparable to those for the basic hospital con- 
struction program. 

(a) Act,section 653. Regulations. 

(6) Surgeon General, with approval of Federal Hospital Council 
as well as the Secretary. (42 C. F. R., ch. I, pt. 53.) 

(28) Procedure for transfer of State allotments under same pro- 
gram (IX): 

(a) Act, section 654 (c). Regulations. 

(4) Surgeon General. (42 C.F. R., ch. IT, pt. 53.) 

(29) Eligibility for health research facility construction grant 
1X) 

(a) Act, section 709 (a). Regulations. 

(5) Surgeon General, after consultation with National Advisory 
Council on Health Research Facilities. (For administrative regula- 
tions, such consultation is not required. Section 709 (b).) (42 

te R.. ch. I, pt. D7.) 

30) Preparation of comprehensive programs for eliminating or 
aa ‘ing the pollution of interstate waters and tributaries thereof, 
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ete. To be approved for a grant for the construction of a sewage- 
treatment plan t under section 6 of the Water Pollution Control Act 
of 1956, the project must be included in such a program. 

(a) Water Pollution Control Act, section 2. This section requires 
preliminary investigation and “cooperation with other Federal agen- 
cies, with State water pollution control agencies and interstate agen- 
cies and with the municipalities and agencies involved.’ 

(0) Surgeon General. (Approval of Secretary not required.) 

Copies of these comprehensive programs are mi aintained at all the 
regional offices of the Department and are available for public inspec- 
tion. Localities having treatment work needs which are included in 
the comprehensive programs were listed by States and published in 
the Federal Register of November 9, 1956 (21 F. R. 8670-8705). 

(31) Allotments and payments to State and interstate agencies for 
water pollution control (IX): 

(a) Water Pollution Control Act, sections 5 (c) and 5 (e). Regu- 
lations. 

(6) Surgeon General. (42C. F.R., ch. I, pt. 55.) 

(32) Allotments to States for construction of sewage-treatment 
works (IX): 

(a) Water Pollution Control Act, section 6 (c). Regulations. 

(6) Surgeon General. (42 C. F. R., ch. I, pt. 55, subpt. B.) 

(33) Establishment of ¢ amt ies within the statutory definition of 
“eligible person” to receive opportunity for vaccination with polio- 
myelitis vaccine under State plan assisted by grants (TX) : 

(7) Poliomyelitis Vaccination Assistance Act of 1955, section 4. 

(4) Surgeon General. 

The act does not require that such categories be established by 
regulation. This authority has not been exercised. 

(34) Allotments for grants-in-aid and contracts for air-pollution 
research, training, and demonstrations (IX) : 

(a) Air Pollution Control Act, section 5. Regulations. 

(b) Secretary. (42C.F.R., ch. I, pt. 56.) 


(35) Travel and allowances for officers = commissioned corps. 
(a) Career Compensation Act, section 303 (42 U.S. C. 253 (h)). 


(4) Secretary. 

Statute requires that regulations be uniform so far as practicable. 
Actually they are joint regulations issued by the Surgeon General 
(under delegation by the Secretary) and the “Secretaries of the mili- 
tary establishments, printed by Defense, and administratively distrib- 
uted. 

(36) Assuring to dependents of members of the several uniformed 
services equal access to care in medical facilities of the services 
(XITT): 

(a) Dependents’ Medical Care Act, section 103 (b). 

(6) Secretary, jointly with Secretary of Defense. (F. R., Novem- 
her 8, 1956.) 

(37) Medical care of members of uniformed services (XTTT): 

(a) Dependents’ Medical Care Act, section 301 (a), (b), and (ce). 

(5) Secretary, jointly with Secretary of Defense. (F. R., Novem- 
ber 8, 1956.) 

Norre.—Complete enumeration of the many actions, which partake 
of the nature of rulemaking, with respect to the Commissioned Corps 





t 
{ 
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xf the Public Health Service has not been attempted because of the 
great complexity of this area and lack of comprehensive compilation. 

Many of the statutory provisions applicable to the corps relate to a 
large body of legislation applicable to other uniformed services. The 
rulem: king authority is exercised in part by the P resident, in part 
under de legations from the President, in part by the Secretar y (some- 
times jointly with other Secretaries), and in part by the Surgeon 
General. A conspic uous example, not covered by the enumeration 
above, is the President’s authority (sec. 216, Public Health Service 
Act) in time of war or of emergency involving the national defense to 
declare the commissioned corps to be a military service. This au- 
thority is at present unexercised. 

2. General rulemaking powers.—(1) Public Health Service Act, 
section 215, provides as follows: 

Sec. 215. (a) The President shall from time to time prescribe regulations with 
respect to the appointment, promotion, retirement, termination of commission, 
title, pay, uniforms, allowances (including increased allowances for foreign 
service), and discipline of the commissioned corps of the Service. 

(b) The Surgeon General, with the approval of the Administrator, unless 
specifically otherwise provided, shall promulgate all other regulations necessary 
to the administration of the Service, including regulations with respect to uni- 
forms for employees, and regulations with respect to the custody, use, and preser- 
vation of the records, papers, and property of the Service. 

The regulatory authority of the Surgeon General is not delegable 
(sec. 203). 

(2) Water Pollution Control Act, section 10, authorizes the Sur- 
geon General, with the approval of the Secretary, to “prescribe such 
regulations as are necessary to car ry out his functions under this act.” 

(3) Indian Health Act, section 3, authorizes the Secretary “to m: ike 
such other regulations as he deems desirable to carry out the provi- 
sions of this act.” Section 1 of this act, by transferring power from 
the Secretary of the Interior, also vests regulatory authority in the 
Surgeon General. 

6. For the purpose of reply to this question there have been checked, 
for a 2-year period, Federal Register publications as to which the 


rulemaking proc edures of section 4 (a) of the Administrative Pro- 
cedure Act were applicable. 


(a) None found. 

(5) Situations where notice and public participation found to be 
impracticable, unnecessary, or contrary to the public interest. 

July 20,1955 (20 F. R. 5163). Medical examination of aliens.— 
Notice and public rulemaking found to be impracticable and unneces- 
sary since regulations impose duties only on persons responsible for 
medical examination of aliens and only other persons affected are: 

(1) Aliens who may apply for adjustment of status, whose 
identity is not yet ascertained ; and 

(2) Aliens not yet admitted and therefore not available for 
participation in public rulemaking. 

March 22, 1956 (21 F. R. 1773)—Chest X-ray examination and 
serologic test; reexamination.—Notice and public rulemaking found 
to be impracticable and unnecessary since changes relate essentially 
to changes in procedures and methods in connection with the medical 


examination of aliens—not adversely affecting substantive rights of 
persons involved. 
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February 25, 1955 (20 F. R. 1175)—Foreign quarantine —Amend- 
ment of section 71.46 (c) providing for the quarantine of certain 
vessels, aircraft, otherwise exempt from such inspections. Delay in- 
cident to notice and public rulemaking found contrary to public 
interest. 

March 17, 1955 (20 F. R. 1609)—Foreign quarantine —Amending 
section 71.46 (a) (1) to add British Virgin Islands to list of exempt 
ports. Notice and public ee found to be unnecessary. 

June 20, 1956 (21 F. R. eign quarantine.—Amending 
section 71.141 (a) and (b) to delete C anada from list of exemptions. 
Notice and public rulemaking found to be contrary to public interest 
since imports from Canada should be immediately sibjes ‘ted to the 
applicable requirements. 

Complete Republication of Regulations (21 F. R. 9805), December 
12, 1956 —Notice not required because changes involved were purely 
editorial and technical, or within exception to section 4, Administra- 
tive Procedure Act. 

7. (See question 1.) 

8. The right of any interested person to petition for the issuance, 
amendment, or repeal of a rule is fully recognized, and no formal pro- 
cedure is required or prescribed. The practice of the Service provides 
no basis for classifying or keeping a statistical count of petitions. 
For the same reason it is impossible to compare modifications of rules 
based on petitions and similar actions initiated by the agency. There 
is great variety in the forms in which, and sources from which, com- 
ments, suggestions, and recommendations which touch upon the sub- 
ject matter of existing rules, or a possible exercise of rulemaking 
authority, are received. 

One example of a well-established channel of petitions, using the 
term broadly, is the Conference of the State and Territorial Health 
Officers. (See Public Health Service Act, sec. 312.) This conference 
frequently makes recommendations to the Public Health Service for 
different forms of action, including at times recommendations for a 
rule or reconsideration of an existing rule. The Service at later con- 
ferences makes a statement of action, if any, taken with respect to each 
recommendation, and the reasons therefor. This procedure is not 
statutory but is characteristic of processes which have developed nat- 
—s in connection with the cooperative functions of the Service 

(a) None of the rules made by the Service involves military. or 
toda affairs unless regulations relating to commissioned officers 
(see answers to question 1), or foreign quarantine or the medical ex- 
amination of aliens be so considered. 

(6) Using the term rule in the broadest sense, this would be a very 
large category. In the sense of regulations published in the Federal 
Register there have been in the last 2 years the following related to 
agency management or personnel : 

Part 21—Commissioned officers—Amendment of section 21.111 
(prescription of numbers in grade of commissioned officers) (20 F. R. 
7738, October 14, 1955). 

Part 21—Commissioned officers —Revision (21 F. R. 9805, Decem- 
ber 12, 1956). 

Part 22—Personnel other than commissioned officers —Revision (21 
F. R. 9805, December 12, 1956). 
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(c) Regulations published in Federal Register in last 2 years relat- 
ing to public property, loans, grants, benefits, or contracts. 

June 3,1955 (20 F. R. 4647)—Indian Health—Notice and public 
rulemaking found unnecessary in the issuance of this part which per- 
tains to the provision of health and medical services for Indians. 
(Authority : Sec. 3, 68 Stat. 674; 42 U.S. C. 2003. Interpret or apply 
42 Stat. 208; sec. 1, 68 Stat. 674; 25 U.S. C. 13; 42 U.S. C. 2001.) 

January 5, 1955 (20 F. R. 207)—Grants for survey, planning, and 
construction of hospital and ynedical facilities —Part 53 revised. Part 
53 relates solely to grants. (Authority: Secs. 53.1 to 53.129 issued 
under sec. 215, 58 Stat. 690, as amended ; 42 U.S. C. 216. Interpret or 
apply sec. 622, 60 Stat. 1042; sec. 653, 68 Stat. 463. ) 

July 17, 1956 (21 F. R. 5317)—G@rants for survey, planning, and 
construction of hospital and medical facilities—Amending section 
53.103 (size of tuberculosis hospitals). (Authority: Sec. 215, 58 Stat. 
690, as amended; 42 U.S. C. 216. Interpret or apply sec. 622, 60 Stat. 
1042; 42 U.S. C. 291 (e).) 

September 7, 1956 (21 F. R. 6752)—G@rants for water-pollution con- 
trol programs.—No notice or public rulemaking required, relates solely 
to grants. (Authority: Secs. 55.1 to 55.8 issued under sec. 10, 70 Stat. 
506. Interpret or apply sec. 5 (f), 70 Stat. 700.) 

November 8, 1956 (21 F. R. 8586)—Grants for construction of 
sewage-treatment works.—New subpart B issued. No notice or public 
rulemaking required. Regulation relates solely to grants. (Author- 
ity: Subpart B issued under sec. 10, 70 Stat. 506; 30 U.S. C. 466 (e). 
Interpret or apply sec. 6, 70 Stat. 502; 33 U.S. C. 466 (1).) 

September 3, 1955 (20 F. R. 6516)—Grants and contracts for air- 
pollution research, training, and demonstrations.—Notice and public 
rulemaking procedures omitted. Regulations relate solely to grants 
and contracts. (Authority: Secs. 56.1 to 56.3 issued under sec. 85 (a), 
62 Stat. 322; Public Law 159, 84th Cong.) 

October 12, 1956 (21 F. R. 7797)—G@rants and contracts for air- 
pollution research, training, and demonstrations.—N otice and public 
rulemaking omitted. Regulations relate solely to grants and contracts. 
(Authority: Secs. 56.1 to 56.4 issued under sec. 569, 62 Stat. 322; 42 
U.S. C. 1857.) 

October 3, 1956 (21 F. R. 7567)—Grants for construction of research 
facilities.—Part 57 issued, notice and public rulemaking omitted as 
part relates solely to grants or benefits. (Authority : Issued under sec. 
709, 70 Stat. 720. Interpret or apply 701-708, 70 Stat. 717-720.) 

September 21, 1955—(20 F. R.7075)—National Institutes of Health 
traineeships.—Sections 61.9 and 63.5 amended. These regulations re- 
late solely to grants or benefits. (Authority: Sec. 61.9 issued under 
sec. 215, 58 Stat. 690; 42 U.S. C. 216. Interpret or apply secs. 208, 
301, 402, 58 Stat. 685, as amended, 691 as amended, 717, sec. 3; 62 








Stat. 464; 42 U.S. C. 209, 241, 282, 287a, 288a. Sec. 63.5 issued under 
sec. 215, 58 Stat. 690 as amended; 42 U, S. C. 216. Interpret or apply 


secs. 301, 303, 402, 403, 58 Stat. 691, as amended, 707 as amended, sec. 7, 
60 Stat. 423, sec. 3, 62 Stat. 444; 42 U.S. C. 241, 242a, 282, 283, 287a, 
288a, 289c. ) 

July 26,1956 (21 F. R. 5624) —National Institutes of Health train- 
ing grents.—Notice and public rulemaking omitted, Regulations per- 
tain solely to grants or benefits. (Authority: Issued under sec. 215, 


95899—57—pt. 4——_5 
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58 Stat. 690, 42 U.S. C, 216. Interpret or apply sec. 433, 64 Stat. 444; 
GOTT. S€ > C. 289.) 

There were 19 separate documents issuing or amending regulations 
during this period. Therefore, 1 to 19 pertained to groups “listed in 
9 (6) and 10 to 19 to groups listed in 9 (¢). 

The Department does not have a general position relative to the 
above which can be stated categor ically. Consideration is given to rule- 
making procedures in connection with proposals for new legislation 
affecting the Service. The 84th Congress, in its 2d session alone, passed 
some 15 laws affecting the Service (Public Laws 411, 492, 497, 501, 
527, 569, 652, 660, 764, 830, 835, 881, 896, 911, 941). 

Of these, the statute establishing the National Library of Medicine 
(Public Law 941) provides for a Board of Regents, from which 
recommendations must be obtained prior to the issuance of rules which 
relate to the availability to the public of materials, facilities, or serv- 
ices. This provision was supported by the Department, and is an ex- 
ample of a variation in the type of required rulemaking procedure 
which is often appropriate for Service activity, particularly in con- 
nection with its grant and service iorudtiones in contrast with the uni- 
form pattern of public rulemaking prescribed for areas not within 
the exemptions now provided by section 4 of the Administrative 
Procedure Act. The provision relating to preparation of compre- 
hensive water pollution control programs (item 30 under question 1) 
is another example of recently considered procedure. 

The utilization of advisory councils or consultation conferences is 
a marked feature of Public Health Service legislation, and in practice 
is supplemented by the utilization of ad hoe or continuing advisory 
or technical committees. (See, for example, listing by the National 
Institutes of Health, revised December 1, 1956, of “Members of Ad- 
visory Councils, Study Sections, and Committees.” ) 

10. (a) Two cases have been found in which the Service published 
notice of proposed rulemaking. In one of these cases (21 F. R. 4922 
(July 3, 1956, biologic products, additional standards for poliomyelitis 
vaccine) ), the public ation of the rules was accompanied by the recital 
that “all the views expressed have been carefully considered.” No list 
or categorization of the submissions was published. 

In the other case (21 F. R. 6705 (Sept. 6, 1956, pt. 81, public hear- 
ings under the Water Pollution Control Act of 1948)), there was no 
recitation of consideration of views received nor any listing or cate- 
gorization of the same. 

(6) No general rule on this. 

11. (a) Regulations made effective less than 30 days after publi- 
cation. i 

July 20,1955 (20 F. R. 5136\—Medical Examination of 
Postponement of effective date found to be “ 
necessary.” (See answer to 6 (6) above.) 

February 25,1955 (20 F. R. 1175\—Foreiqn Quarantine —Amend- 
ment of section 71.46 (c) providing for the quarantine of certain ves- 
sels, aircraft, otherwise exempt from such inspections. Delay incident 
to postponement found contrary to public interest. 

February 25,1955 (20 F. R. 1175\)—Foreian Ouarontine.—Amend- 
ment of section TAR, Amendment technical in nature 
additional restrictions. 


Aliens.— 
impracticable and un- 


» ho new or 
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March 17, 1955 (20 F. R. 1609) —Foreign Quarantine —Amendment 
of section 71.46 (a) (1). Addition of Virgin Islands to list of exempt 
ports. Postponement found to be unnecessary. Rule grants an 
exemption. 

June 20, 1956 (21 F. R. 4316)—Foreign Quarantine.—Postpone- 
ment of effective date found to be contrary to public interest. Dele- 
tion of Canada from list of nations from which imports were exempt 
from requirements of section 71.141 (a) and (b). Postponement of 
effective date found to be contrary to public interest since a substan- 
tial number of rabies cases had been reported in Canada. 

(b) March 17,1955 (20 F. R. 1609) —Foreign Quarantine —Amenda- 
ment of section 71.46 (a) (1). Addition of Virgin Islands to list of 
exempt ports. Postponement found to be unnecessary. Rule grants 
an exemption. 

12. No authority to issue emergency rules as such, but (secs. 216, 
362, and 363, Public Health Service Act) provide certain powers in 
time of war or in case of danger of importation of communicable 
disease. These have not been exercised in the last 2 years. 

13. All the regulations of the Public Health Service were repub- 
lished, with some minor revision, in the Federal Register on December 
12, 1956 (21 F. R. 9805-9899), and constitute chapter I of title 42, Code 
of Federal Regulations. It may be regarded, therefore, either as one 
action or rule or as an issuance of a body of rules under each of the 
7 subchapters and 22 parts. 

For the purpose of the questionnaire, the following listing of regu- 
lations (arranged according to part numbers for 42 C. F. R., ch. I) 
made effective during the course of the last 2 years may be more illu- 
minating : 

SUBCHAPTER B—PERSONNEL 


Part and subject Date Reference 
Pt. S& Commissioned Gffegt®.. « .2.. wnidb cade dese ai eee de dicen dibiki Oct. 14,1955 | 20 F. R. 7738 


SUBCHAPTER C—MEDICAL CARE AND EXAMINATIONS 


Pt. 34. Medical examination of aliens___._.-.- 


sige cbacdé sda suundeleda cel ll aera | 20 F. R. 5162 
Mar. 22, 1956 21 F. R. 177: 


Pt. 36. Indian health_.____- buvdcavsbbeuduaaebtubaaes June 30,1955 | 20 F. R. 4647 


SUBCHAPTER D—GRANTS 





| 
Pt. 53. Grants for survey, planning, and construction of hospitals and | Jan. 5, 1955 | 20 F. R. 107 
medical facilities. | July 17,1956 | 21 F. R. 5317 
Pt. 66. Grants Sor water pollatiom. J... :. 2.26.25 Ie LA | Sept. 7, 1956 21 F. R. 6752 
; | Nov. 8 1956 | 21 F. R. 8586 
Pt. 56. Grants and contracts for air-pollution control _ - ...------| Sept. 3, 1955 | 20 F. R. 6516 
| Oct. 12,1956 | 21 F. R. 7797 
Pt. 57. Grants for construction of research facilities. ............--..-.-.-- | Oct. 3, 1956 21 F. R. 7567 





| 
| 
| 
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SUBCHAPTER E—FELLOWSHIPS, INTERNSHIPS, TRAINING 


T | 
Pt. 61. Fellowships-. , ‘ Sere 
Pt. 638. National Institutes of Health traineeships... __ LIINS 
| 


| 

Sept. 21,1955 | 20 F. R. 7075 

do 20 F. R. 7075 

*t. 64. National Institutes of Health training grants_- July 26, 1956 21 F. R. 5624 
| 





SUBCHAPTER F—QUARANTINE, INSPECTION, LICENSING 


| 

Pt. 71. Foreign quarantine -- Eos s | Feb. 25,1955 | 2 
| Mar. 17,1955 | 2 
June 20,1956 | 2 
| July 3,1956 | 2 





F. R. 1175 
F., R. 1609 
F., R. 4316 


Pt. 73. Biologic products. -__- F. R. 4922 


SUBCHAPTER G—WATER POLLUTION CONTROL; HEARING PROCEDURES 


Pt. 81. Public hearings under the Water Pollution Control Act of 1948___.| Sept. 6, 1956 21 F. R. 6705 





14. (a) and (6) It would be almost impossible to reply compre- 
hensively to this question in its various breakdowns. Every statutory 
provision presents some “problems of meaning.” Many of these are 
satisfactorily resolved, for working purposes, by administrative inter- 
pretation or legal opinion; others by rulings of the Comptroller Gen- 
eral; some by judicial decision. 

Whether the meaning of a statutory provision is in the final analy- 
sis “sufficiently clear” must be a matter of individual judgment and 
experience until, after careful canvass of the factual situation and 
varying points of view, proposals for revision are crystallized by for- 
mal agency action or recommendation. For example, the Depend- 
ents’ Medical Care Act (Public Law 569, 83d Cong.) has given rise to 
a number of problems of interpretation, shared with the Department 
of Defense, and others which involve the effect of this act on certain 
provisions of the Public Health Service Act; it is not feasible as yet 
either to summarize, or gage the seriousness of, these problems. 

(c) and (f) There has been no general change in the standards since 
the enactment by Public Law 410, 78th Congress, of the Public Health 
Service Act which represented a complete revision, after lengthy 
study, of the laws relating to the Public Health Service. Taking the 
past 2 years as a base, the following are examples of attempts to 
clarify standards for the exercise of rulemaking authority : 

(1) The water pollution control legislation has been the subject of 
legislative proposals directed (in minor part) to clarification of au- 
thority. The new Federal Water Pollution Control Act, enacted by 
the 84th Congress, presents in turn its own problems. 

(2) The “Health Amendments Act of 1956” included amendments 
to section 303, Public Health Service Act (relating to mental health 
grants and other matters) to revise, broaden, and clarify that section 
under which problems of interpretation had arisen. 

(3) At the time Public Law 568, 83d Congress, transferring au- 
thority with respect to the Indian health problem, was pending, this 
Department urged the need for clarification of language and greater 
specificity of standards. Legislation has since been proposed by the 
Department which would clarify and broaden authority in relation 
to the Indian sanitation program. Further consideration is to be 
given to the statutory base for this entire program. 

(4) The minimum standards which are required to be implemented 
by regulation for the hospital construction program, and the ex- 
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panded program for the construction of other medical facilities (title 
VI of the Public Health Service Act) are presently in course of thor- 
ough reexamination in the light primarily of changed conditions and 
evaluation of program operation to date. Some of the studies being 
made under grants authorized under section 636 of the Public Health 
Service Act are expected to be productive for the purposes of this 
reexamination. 

(d) and (e) Since all rulemaking involves the exercise of discretion, 
the meaning of this question is not clear to us. The enumeration under 
question (1) has indicated where the exercise of the rulemaking func- 
tion by regulation is required by the provisions of the applicable 
statutes, As indicated under 14 (0), judgments as to the need for 
greater specification of standards, if and when crystallized, are re- 
flected in proposed legislative programs. 


Tue Secretary or Heavru, Epucation, AND WELFARE, 
Washington, May 22, 1957. 
Hon. WiiiraMm L. Dawson, 
Chairman, Committee on Government O perations, 
House of Representatives, Washington, D.C. 
Dear Mr. Cuarrman: It is my pleasure to transmit to you the 
replies prepared to parts II (adjudication) and III (separation of 
functions) of the questionnaire from your Committee on Administra- 
tive Organization, Procedure, and Practice insofar as these relate to 
the operations of the Public Health Service. 
Sincerely yours, 
M. B. Fotsom, Secretary. 


PUBLIC HEALTH SERVICE 
IT. ApsvupicaTion 


1. In the enumeration which follows, endeavor has been made to 
identify statutory provisions (other than rulemaking) falling within 
the 7 categories listed in question 3, and including also determinations 
as to entitlement to services (a category not included in that list but 
constituting a major function of the Service). Procedures for find- 
ings, etc., relating only to Federal personnel (including officers of the 
commissioned corps of the Service and their dependents and surviving 
beneficiaries) have not been included at any point in the reply to 
part II. Omitted also is any treatment of tort claims under the Fed- 
eral Tort Claims Act. 

Procedures which have never been invoked are indicated by an 
asterisk (*). It should be noted at the outset that, because the func- 
tions of the Service are generally of a nonadversary character, statu- 
tory provisions for quasi-judicial proceedings are largely of a standby 
nature and have not in fact been invoked. 

(1) *@rants to States—Public health services (including cate- 
gorical programs) .—Withholding, after opportunity for hearing, of 
grants to States for public health services for failure to comply with 
requirements of act or regulations or the approved State plan. 
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(Heart-control grants may be made to localities or nonprofit agencies 
in absence of State plan. ) 

Act, section 314. 

Surgeon General. 

No delegation. 

(2) Medical care-—Determination of entitlement to medical care 
for various classes of beneficiaries. 

(a) Seamen and related classes. 

Act, section 322 (a). 

Surgeon General. 

Medical officer in charge (42 C. F. R. 35.6). 

(3) Biologics control_—Licensing of establishments for manufac- 
ture of biologics products, and product licenses. 

Act. section 351 (d). 

Secretary. 

Not delegated. 

(4) *Biologics control.—Suspension and revocation of licenses. 
Same as item 3. 

(5) Quarantine——Determinations under interstate and foreign 
quarantine regulations, as to infected and contaminated conditions 
constituting a source of dangerous infection. 

Act, section 361 (a). 

Not specified by statute. 

(6) Quarantine —Certifications of compliance (by vessels and 
aircraft) with foreign quarantine regulations. 

Act, sections 366, 367. 

Quarantine officer at port of entry. 

i delegation. 

(7) Que wrantine.—Remission upon application of penalties for vio- 
lation of foreign quarantine regulations, upon ascertainment of facts. 

Act, section 368 (c). 

Surgeon General, with approval of Secretary. 

No delegation. 

(8) *Grants to Alaska.—Withholding, after opportunity for hear- 
ing, of grants to Alaska for comprehensive mental health program 
upon finding of substantial noncompliance. 

Act, section 371 (c). 

Surgeon General. 

No delegation. Program not yet in operation. 

(9) * Alaska construction payments.—Withholding, after oppor- 
tunity for hearing, of payments for construction of ‘mental health 
facilities in Alaska upon finding that construction is not in accord 
with approved pis ins and specifications. 

Act, section 372 (c). 

Surgeon General. 

No de legation. Program not yet in operation. 

(10) Quarantine operations. —Determination of claims accruing on 
account of damages incident to operation of vessels of the Service. 

Act, section 505. 

Secretary. 

No delegation. 

(11) Hospital survey and construction program.—Approval, upon 
finding of conformity with statutory conditions, of State applications 
for hospital survey and planning funds. 
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Act, section 612. 

Surgeon General. 

Chief and Deputy Chief, Bureau of State Services; regional Medical 
directors. 

(12) Hospital survey and construction program.—Approval, upon 
finding of conformity with statutory conditions, of State plans for 
construction of hospitals and related facilities. Hearing, on appeal, 
by Federal Hospital Council.* 

Act, section 623 (a) and (b). 

Surgeon General. 

No delegation. 

(13) Hospital survey and construction program.—Approval, upon 
finding of conformity with statutory conditions, of individual hospital 
construction projects. Opportunity for hearing to State agency by 
Surgeon General prior to disapproval.* 

Act, section 625 (a) and (c). 

Surgeon General. 

Regional medical directors. 

(14) Hospital survey and construction program.—Special provision 
for approval of such projects commenced prior to effective date of 
Hospital Survey and Construction Amendments of 1949. 

Act, section 625 (f). 

Surgeon General. 

Regional medical directors. 

(15) *Hospital and medical facilities construction.—-Withholding, 
after opportunity for hearing, of payments for construction of hospital 
and medical facilities upon finding of noncompliance with conditions 
for approval of State plans or individual payments. 

Act, sections 625 (b) and 632 (a). 

Surgeon General. 

No delegation. 

(16) *Hospital and medical facilities construction—Findings of 


fact in appeal cases involving withholding of payments. 
Act, section 632 (b) (2). 


Surgeon General. 

No delegation. 

(17) Medical facilities survey and construction program.—Ap- 
proval of State application for funds for survey of medical facilities 


upon finding that application meets statutory conditions. 
Act, section 647. 


Surgeon General. 

Chief and Deputy Chief, Bureau of State Services: regional medi- 
cal directors. 

(18) Medical facilities survey and construction program.—Ap- 
proval of State plan for construction program for same upon finding 


that plan meets statutory conditions. Hearing, on appeal, by Fed- 
eral Hospital Council.* 


Act, section 653 (a). 

Surgeon General. 

No delegation. 

(19) Medical facilities survey and construction program.—Ap- 
proval of individual construction project applications upon similar 
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findings. Opportunity for hearing to State agency, by Surgeon Gen- 
eral, prior to disapproval.* 

Act, section 654 (a). 

Surgeon General. 

Regional medical directors. 

(20) Medical facilities survey and construction program.—Find- 
ings to support transfer of portion of an allotment of one State to 
another. 

Act, section 654 (c). 

Surgeon General. 

No delegation. 

(21) Construction of research facilities—Grants for construction 
to research institution meeting eligibility conditions. 

Act, section 705 (a). 

Surgeon General. 

No delegation. 

(22) Water pollution control.—State plans (and plans of interstate 
agencies) for water pollution control—approval upon finding that 
statutory conditions are met. Opportunity for hearing, by Surgeon 
General, prior to disapproval.* 

Water Pollution Control Act, section 5 (f). 

Surgeon General. 

Chief and Deputy Chief, Bureau of State Services; regional medical 
directors. 

(23) Water pollution control_—W ithholding, after opportunity for 


hearing, upon a finding of noncompliance or change in plan violating 
statutory conditions. 


Water Pollution Control Act, section 5 (g). 

Surgeon General. 

No delegation. 

(24) Water pollution control——Pollution of interstate waters—en- 
forcement procedures. 

Water Pollution Control Act, as amended by amendments of 1956, 
section 8. 

Preliminary findings and notification by Surgeon General. 

Hearings called by Secretary. 

No delegation. 

No procedures as yet under amendments of 1956. 

(25) Water pollution control——Procedures under provisions prior 
to amendments of 1956, as saved by section 5 of the amendatory act. 

Preliminary notification and findings by Surgeon General. 

Hearing by ad hoc board. 

No delegation. There has been one proceeding under this authority. 

(26) Polio vaccination assistance program.—Approval of State ap- 
plications for grants upon finding that statutory conditions are met. 

Poliomyelitis Assistance Act, section 4. 

Surgeon General. 

Chief and Deputy Chief, Bureau of State Services. 

(27) Polio vaccination assistance program.—wW ithholding, after op- 
portunity for hearing, upon finding of noncompliance or diversion 
of vaccine. 

Poliomyelitis Vaccination Assistance Act, section 8. 

Surgeon General. 
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No delegation. 

(28) Indian health.—Provision of medical care and services to In- 
dians within scope of regulations—under authorities transferred by 
Indian Health Act. 

Surgeon General. 

‘or al officers in charge. 

(29) Indian health Resumption of operation of transferred hos- 
pitals upon finding that conditions have not been met. 

Indian Health Act, section 2. 

Secretary. 

No delegation. ; 

2. General grant of authority to make adjudications —No provision 
with respect to adjudications as such. Section 201 of the Public 
Health Service Act provides that the Service shall be administered 
by the Surgeon General under the supervision and direction of the 
Secretary. 

Section 202 provides that the Surgeon General may delegate to any 
officer or employee of the Service any of his powers and duties under 
the act except the making of regulations. Section 215 authorizes the 
Surgeon General, with the approval of the Secretary, to promulgate 
regulations necessary to the administration of the Service. 

3. Procedures, practices and rules (for each of 7 categories) re- 
quired by statute or Constitution to be Vewatied on the record after 
opportunity for agency hearing.— 

Category I. Proceedings between private parties in which Govern- 
ment is not directly a party: The Service has not such function. 

Category II. Proceedings in which Government directly is a party 
to the proceedings: As indicated in the enumeration above, there are 
a males of actions which the agency can take which are by stat- 
ute or regulation subject to the requirement of hearing and for which, 
in some cases, specific procedures are prescribed by the statute (as, 
for example, appeal by State agency to Federal Hospital Council 
from Surgeon General’s refusal to approve an application for a hos- 
pital construction plan). However, occasion for the invocation of 
hearing procedures almost never arises. For this reason, regulations 
implementing the statutory provisions to establish hearing procedures 
have been limited to the following fields: 

(1) Medical examination of aliens—appeal cases (see Public 
Health Service Regulations, sec. 34.14) ; 

(2) Licensing of biological products—revocation or suspension 
of licenses (see Public Health Service Regulations, secs. 73.8— 
73.13) ; and 

(3) Water pollution control—hearings before ad hoe statutory 
board (see Public Health Service Regulations, secs. 81.1-81.14). 

Copies of these regulations are attached ‘and describe and constitute 
the authority for these procedures. 

There has been only one instance of formal hearing procedures. 
This was concluded by hearings held, and findings, conclusions, and 
recommendations made, under “the Water Pollution Control Act au- 
thority preserved by section 5 of the 1956 amendments. It will be 
noted that the recommendations resulting from such proceeding do 
not have the usual force of adjudications or constitute in themselves 
the basis for enforceable orders; they are, however, conditions pre- 
cedent to action in the Federal courts. 
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Category III. Decisions and/or opinions relating to the availability 
of information to the public and public access to or denial of matter 
contained in the agency file: No procedural requirements within the 
scope of question 3. 

Category IV. Decisions and/or opinions relating to public prop- 
erty, including use and disposition of land: No requirements within 
scope of question 3. 

Category V. Decisions and/or opinions relating to loans: No re- 
quirements within scope of question 3. 

Category VI. Decisions and/or opinions relating to making of 
grants to public or private parties: The statutory requirements for 
this category, within the scope of question 3, have been identified and 
briefly described in the answer to 1 above. 

As there indicated, no occasion has arisen requiring formal hear- 
ings, and the provisions have not been implemented by regulations 
prescribing technical procedural rules. In general, the specifics 
enumerated in items (a) to (4) would not in any event be pertinent 
to these nonaccusatory and nonadversary proceedings. 

Those requiring hearings have been cited and briefly described in 
the answer to question 1. For text see Public Health Service Laws 
and Regulations. 

Statutory provisions requiring a record, for purposes of introduc- 
tion in evidence in judicial proceedings or for purposes of court 
review, are as follows: 

(1) Hospital and medical facilities construction program.—aAct, 
section 632 (b) (1) and (2): 


(b) (1) If the Surgeon General refuses to approve any application under sec- 
tion 625 or section 654, the State agency through which the application was 
submitted, or if any State is dissatisfied with the Surgeon General’s action 
under subsection (a) of this section, such State may appeal to the United States 
circuit court of appeals for the circuit in which such State is located. The sum- 
mons and notice of appeal may be served at any place in the United States. The 
Surgeon General shall forthwith certify and file in the court the transcript of 
the proceedings and the record on which he based his action. 

(2) The findings of fact by the Surgeon General, unless substantially contrary 
to the weight of the evidence, shall be conclusive; but the court, for good cause 
shown, may remand the case to the Surgeon General to take further evidence, 
and the Surgeon General may thereupon make new or modified findings of fact 
and may modify his previous action, and shall certify to the court the transcript 
and record of the further proceedings. Such new or modified findings of fact 
shall likewise be conclusive unless substantially contrary to the weight of the 


evidence. 

(2) Water pollution control_—Withholding of funds under Water 
Pollution Control Act, section 5 (g) (2). 

Requirement of record not explicit but is implied in provision for 
court review of Surgeon General’s finding of facts. 

(3) Water pollution control—Enforcement. 

Water Pollution Control Act, section 8 (g) provides: 

The court shall receive in evidence in any such suit a transcript of the pro- 
ceedings before the Board * * *. 

5. The answer to question 3 has covered, generally, such technical 
details. These are not pertinent in present PHS practice because with 


the exception noted above formal procedures have not been invoked. 
6. (a) No. 
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(6) There have been no such instances in the field of adjudication. 
Experience has been that differences which might have led to invoca- 
tion of formal proceedings have proved susceptible of solution 
through processes of consultation and conference. 

7. Covered, so far as applicable, in answer to question 3. 

8. Covered, so far as applicable, in question 3. 

9. None of the adjudications fall under (a) unless decisions reached 
on basis of medical examination of aliens under the immigration laws 
are so considered. Using adjudications in the broad sense of admin- 
istrative actions, other than rulem: aking, having a controlling effect, it 
is not feasible to estimate the number which would fall under (0) and 
therefore not feasible to state the proportionate relationship between 
(6) and (ec). If formal adjudicatory proceedings, entailing hearings, 
are meant only one proceeding has been held which falls within (ec). 
On the other hand, actions w vhich involve determinations involving 
the award of grants and rendition of services, such as medical care, are 
characteristic of many Service programs. The statutory citations 
have been given in answer to question 1. 

10. For reasons indicated under question 3, this question has almost 
no relevance to Service practice. In letters, and so forth, which advise 
interested persons of decisions, effort is made to explain the reasons 
for the action. 

11. (a) Any matter subject to a subsequent test of the law and the 
facts de novo in any court?—Water pollution enforcement actions. 
Water Pollution C ontrol Act, section 8. The transcript of the admin- 
istrative hearing is received in evidence, together with further evidence 
in the court’s discretion. 

(b) Agency findings of fact final with appeal on law.—For appeals 
under the hospital and medical facilities construction program, find- 
ings of fact are conclusive “unless substantially contrary to the weight 
of the evidence” (act, sec. 632 (b) ). 

In appeals under the water-pollution program involving withhold- 
ing of approval of State plans or payments to State or interstate 
agencies, findings of fact are conclusive “unless contrary to the weight 
of the evidence” (Water Pollution Control Act, sec. 5 (g) (2)). 

In medical examination of aliens, the certificates of the medical 
officer or board of medical officers that aliens are afflicted with mental 
or physical defects within a class excluded from admission to the 
United States must be accepted as final if issued in conformity with 
the statute and regulations (Immigration and Nationality Act, sec, 
236 (d),8 U.S. C. 1226 (d) ; Johnson v. Shaughnessy, 336 U.S. 806), 

(c) Ageney acting as an agent for court. —Remand to Surgeon Gen- 
eral for further findings of fact is provided for in proceedings listed 
under (6) relating to hospital and medical facilities construction and 
va er pollution control programs. 

(7) Proceedings in which decisions rest sole ly on inspections, teste, 
or elections.—Decisions based on medical examination of aliens are 
largely of this nature. See question 3 above. However, other evi- 
dence is received. 

(e) Conduct of military, naval, or foreign-affairs functions — 
See answer to question 9. 

(f) Public property, loans, grants, benefits, or contracts.—See an- 
swers to questions 1, 3, and 9. 
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(g) Certification of employee representatives.—The Service has no 
such function, 

12. The proportion under (f) is much the highest. Of the deter- 
minations on grants and benefits, a very slight percentage (outside 
construction projects under the hospital and medical facilities con- 
struction program) is subject to statutory provisions for judicial re- 
view or trial de novo. 

13. Using the term in the broad sense, a very high proportion. 
See listing under question 1. In actual practice, only one formal 
proceeding has been held. 

14. It would be practically impossible to reply to this question in 
its various breakdowns. Subheads (a) and (6), for example, relate 
to problems of meaning which have been encountered. Every statu- 
tory provision presents some such problems. Many of these are satis- 
factorily resolved, for working purposes, by administrative interpre- 
tation or legal opinion; others by rulings of the Comptroller General. 
Because of the negligible invocation of formal adjudicatory proce- 
dures in connection with Service actions, few have been determined by 
appeal to the courts. Whether a statutory provision is, in the final 
nnalysis, sufficiently clear is a matter of individual reaction and expe- 
rience until, after canvass of a particular kind of situation and varying 
points of view, proposals for revision are crystallized by formal de- 
partmental action or recommendation. 

As to (c), the only area in which procedural provisions have been 
substantially changed is in the water-pollution-control program in 
the 1956 amendments. For the background, see House Reports Nos. 
2190 and 1446; Senate Report 543, 84th Congress. 

As to (d) and (e), since adjudication is understood to involve the 
application of legal requirements to particular situations, it is not 
clear to us what is meant by “areas left to agency discretion.” As 
indicated above, determinations as to needed statutory changes in ad- 
judicatory procedures or in standards subject to adjudication, if and 
when ele are reflected in departmental legislative recommendations. 

155. No such experience. Service has had only one formal pro- 
ceeding (water pollution) ; full opportunity was there given. 

Regarding medical examination of aliens, the statute (8 U. S. C. 
1224) and regulations (42 C. F. R. 34.14) provide that, on appeal to 
the medical board, the alien shall be permitted to introduce at least 
one expert witness. If any other witnesses offered are not permitted 
to testify, the record must show the reason for such denial. Wit- 
nesses may present relevant evidence until proceedings are declared 
closed by the board. 

16. (a) Yes—explicitly in title 42, Code of Federal Regulations, 
section 34.14, regarding appeals, medical examination of aliens; and 
in title 42, Code of Federal Regulations, section 81.8, water-pollution 
enforcement. 

17. In field of adjudication, none. 

18. Inquiry not applicable. In the one formal proceeding (water- 
pollution-control enforcement), repeated opportunities for voluntary 
remedial action were offered prior to the hearing, but not accepted. 
Under the applicable regulations, provision is made for prehearing 
procedures which could result in the termination of the controversy 
without the necessity of a formal hearing (42 C. F. R. 81.9). 

19. Public Health Service issues none. 





| 
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20. Public Health Service has no occasion to do so, and has received 
no requests for same. 

21. The three procedures identified in answer to question 3 (appeals 
on decisions re medical condition of aliens; suspension or termination 
of licenses for biologic products, and water-pollution control) were 
developed to implement differing statutory provisions, each calling 
for entirely different types of adjudicatory or eae ratory 
action. They would have little or no pertinence for other agencies. 

22. The question is not wholly clear. See, however, answer to 
question 9, Shaves 

23. Public Health Service has none. 

24-28. None in periods indicated. 

29. The time given by the Public Health Service to rulemaking 
and judicial functions is slight in proportion to other functions, such 
as research, and direct operations, such as medical care, quarantine 
inspections, and consultative and cooperative activities in the health 
field. Time devoted to formal adjudicatory procedures is negligible 
in proportion to total operations. 

30. “Petitions,” as a formal category, are unknown. Applications 
for grants, traineeships, etc., or for licensing for the manufacture of 
biologics, might be regarded as falling within such category, but no 
definitive classification or overall statistical count of such matters as 
of certain date is available. 

31. Question is not pertinent, in view of absence of proceedings 
by Public Health Service to which applicable. 

32. See answer to question 10. In the one formal proceeding under 
the Water Pollution Control Act, the findings, conclusions, and rec- 
ommendations of the hearing board were made available to the pub- 
lic, as well as to the parties. 

Lists of licensed biologic manufacturers and the products for which 
licensed are distributed to interested inquirers (Public Health Serv- 
ice publication No. 59 (1955) ; being revised as of April 1957). 

Result of medical examination of alien reported only to alien and 
Immigration and Naturalization Service. 

Information concerning approval of grants and other decisions in 


the course of program operation are announced through press releases 
and other mediums. 


PUBLIC HEALTH SERVICE 
IIT. Separation or Funcrions 
Answer to question 1 


Rulemaking and judicial powers have been summarized in the 
replies to part I (question 1) and part II (question 1). Administra- 
tive authority under the statutes relating to the Service, while vested 
generally in the Surgeon General, is exercised under the overall super- 
vision of the Secretary and certain specific authority is vested in the 
Secretary. No attempt will be made here to distinguish authority 
vested in the Surgeon General, the Secretary, or requiring action by 
both. 

Enumeration of all administrative authorities, even by type, in the 
case of an agency engaged in such multiple-type activities as those 
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of Public Health Service does not seem feasible. Included, for ex- 
ample, are general and specific authorities to appoint (civil-service 
employees, sec. 207 (i), Public Health Service Act; fellows, 207 (g) ; 
advisory committee members, secs, 306, 307, 432, 633, etc.) ; author- 
ity to conduct research, investigations, and studies ( general, sec, 301; 
national health survey, sec. 305; cancer, sec. 402; heart, sec. 412; den- 
tal disease, sec, 422; use of hospital facilities, sec, 636; water pollu- 
tion, sec. 4, Federal Water Pollution Control Act; air pollution, sec. 
2, Air Pollution Control Act); authority (discretionary) to make 
grants (for research, generally, sec. 301, and for research in the various 
disease categories under other provisions) ; to make grants for training 
and instruction (mental health, sec. 303; in fields of Institutes gen- 
erally, sec. 433; for public-health personnel, sec. 306; professional 
nurses, sec. 307) ; management of quarantine stations (sec. 364) and 
of hospitals (sec. 321); medical examination of Federal employees 
for certain purposes, of seamen for the purpose of qualifying for 
certificates, and of aliens under immigration laws, secs. 324, 325. 

The above enumeration is merely illustrative, representing a small 
fraction of the total of administrative authority exercised, but will 
‘indicate the difficulty of comprehensive reply to the question. It is 
suggested that the statutes themselves constitute the best available 
comprehensive statement of administrative authority. For an organ- 
ized statement of functions, under the several Bureaus of the Service, 
see Service statement on Organization and Functions (20 F. R. 433 
(June 21, 1955) ). 

Answer to question 2 


There has been no delegation to subordinates of power required to 
be exercised by chief executive officials. 

Under section 6 of Reorganization Plan No. 1 of 1953 (5 U.S.C. A. 
1332-15) creating the Department, the Secretary is authorized to pro- 
vide as deemed appropriate for the performance of any of the fune- 
tions of the Secretary by any other officer, or by any agency or em- 
ployee of the Department. For statement of delegations affecting 
Public Health Service, see Department “State of Organization and 
Del egation of Authority” (22 F. R. 1045 (February 20, 1957 )). 

Under section 202 of the Public Health Service Act, the Surgeon 
General is authorized to delegate any of his powers and duties under 
the act, except the making of regulations. For statement of delega- 
tions, see Public Health Service statement on “Organization and Fune- 
tions” (20 F. R. 4330 (June 21, 1955)). 

There has been ’no delegation, therefore, of rulemaking in the sense 
of regulatory authority; also, there has been no delegation of the 
power of decision in adjudicatory procedures involving opportu nity 
for hearing, except in the case of appeals from certification of mental 
defect in connection with the examination of aliens, the Surgeon Gen- 
eral has delegated the authority to convene the medical board. 
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Answer to question 3 


The Service has the following investigative functions exercised in 
conjunction with regulatory, licensing, or abatement procedures : 

(1) Regulation of biological products—The Public Health Service 
Act authorizes the inspection of establishments for the manufacture 
and preparation of biological products. Section 351 (d) provides 
that licenses for foreign establishments manufacturing biological 
products for sale in the United States shall be issued upon condition 
that the licensee agrees to inspection of its establishments. The sale, 
etc., of such products across State lines by persons not holding licenses 
under these provisions is subject to criminal penalty (sec. 351 (c), (d), 
and (f), Public Health Service Act; 42 U.S. C..262 (c), (d), and (f) ). 

(2) Quarantine—Foreign and iterstate—The authority of the 
Surgeon General under part G of title ITI of the Public Health Serv- 
ice Act for the control of communicable diseases includes authority to 
inspect animals and articles (sec. 361 (a)); persons (sec. 361 (c) and 
(d), and sec. 363) ; vessels (sec. 364 (b) and sec. 366); aircraft (sec. 
367), (42 U.S. C. 264 (a), (c), (d), 266, 267 (b), 269, 270). Violation 
of regulations is subject to criminal and, under limited circumstances, 
civil penalties and forfeitures (sec. 368, Public Health Service Act; 
42 U.S. C. 271). 

(3) Interstate water pollution—Investigatory authority prelim- 
inary to notifications to persons discharging matter causing or con- 
tributing to interstate water pollution is contained in section 8 (c) 
of the Water Pollution Control Act.” Such notifications constitute 
a preliminary step in a statutory procedure which may lead to the 
bringmg of a Federal suit to secure abatement. 

Norre.—The above enumeration, of course, does not include the ver 
extensive functions of the Service in connection with studies, investi- 
gations, and general research in the field of health which are not tied to 
control functions. 

Answer to question 4 


This question is generally without pertinence to, the Service which 
does not prosecute for violations and has conducted only one formal 
proceeding. This was under the water pollution control program, 
and was conducted by an ad hoe hearing board appointed by the Sec- 
retary, which did not include any investigative officers, employees or 
agents of the Service. 

Answer to question 5 


Since the Public Health Service has no direct prosecuting function, 
if the question is limited to that context the answer is “not at all.” 
Unusual investigations which seem likely to lead to referrals to the 
Department of Justice for prosecution or to a need for establishing 
acl hoe hearing boards for water-pollution control purposes are brought 
to the Surgeon General for consideration. 
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Answer to question 6 


Since the Public Health Service does not conduct prosecutions, this 
question is believed to have no pertinence. 


Answer to question 7 


The question appears pertinent only to adversary proceedings lead- 
ing to agency decision. The Service hie not had experience with this 
type of proceeding. 

Answer to question 8 


No express authorization in these terms, The quasi-judicial powers 
in connection with which an opportunity for hearing is required are 
listed in the reply to question 1, part IT. 


Answer to question 9 


The Public Health Service has not conducted the type of proceeding 
to which this question is pertinent. 


Answer to question 10 


The Public Health Service has not had an occasion requiring inter- 
pretation of these provisions. 


Answer to question 11 


The Public Health Service has not conducted proceedings of a type 
to which this question is pertinent. 


Tue Secretary or Heatru, Epucation, AND WELFARE, 
Washington, May 23, 1957. 
Hon. Wituiam L. Dawson, 
Chairman, Committee on Government O perations, 
House of Representatives, Washington, D. C. 
Dear Mr. Cuatrman: It is my pleasure to transmit to you the re- 
plies prepared to part IT: Adjudication of the questionnaire from 
your Committee on Administrative Organization, Procedure, and 


Practice insofar as these relate to the operations of the Food and 
Drug Administration. 


Sincerely yours, 
M. B. Forsom, Secretary. 


eee 








SURVEY OF ORGANIZATION, PROCEDURE, AND PRACTICE 433 
FOOD AND DRUG ADMINISTRATION 


Il. ApsupIcATION 


(a) Judicial powers: 


Act | Function Statute Code 


| eepennarnreceneaiianes 


1. Hold hearings for the re- | 52 Stat. 1048, 404 (b)_..| 21 U. 8S. C. 344 (b). 
instatement of emer- 





Federal Food, Drug, and 
Cosmetic Act. 
gency permits. 


| 

2. Publish notice of hear- | 52 Stat. 1052, 505 (d)_..| 21 U. 8. C. 355 (a). 
| ings, hold hearings and 

! 

| 

| 

| 


make recommended de- 
cision on new drug ap- 
plications. 

3. Permit or refuse new | 52 Stat. 1052, 505 (a), 21 U. S. C. 355 (a), 
drug applications to be- (b), (d), (e), @®. (b), (d), (e), (OD. 
come effective, and to 
suspend them, for cause } 
after they have been 
effective. 7 

| 4. Modify findings upon | 52 Stat. 1052, 505 (h)...| 21 U. 8. C. 355 (h). 
occitianal evidence 

taken. 


| 
| 5. Conduct hearings at the | 52 Stat. 1058, 801 (a)__.| 21 U. S. C. 381 (a). 
| request of the owner or 

| consignee of imported 

} 





articles. 
Import Milk Aet.....-...| 6. Issue, suspend, or re- | 44 Stat. 1101, 1102, 1,3.) 21 U. 8. C. 141, 143. 
voke permits for the | 
importation of milk and | | 
cream into the United 
States under 21 U. 8. C. 


| 142. 
Federal Caustic Poison | 7. Give notice and oppor- | 44 Stat. 1408 5 (a).._...| 15 U. 8, C. 405 (a). 
Act. | tunity for hearing to 


owners or consignees of 
dangerous or corrosive 
substances offered for 
importation which are 
believed to be mis- 
branded, and to certify 
facts to Secretary of the 
| Treasury. 

8. Conduct hearings on sub- | 44 Stat. 1408, 5 (a), 15 U.S. C. 405 (a), 
stances believed to be (b). b). 
misbranded, and to cer- 
tify to Secretary of the | 
Treasury results of hear- | 

| ing. 








(>) The Secretary of Health, Education, and Welfare. 
(c) The Commissioner of Food and Drugs. See volume 21, Fed- 
oral Register, pages 5576, 5580-5581. 

There are no statutory provisions authorizing the Secretary to 
ile any and all adjudications necessary for the “administration of 
the acts administered by the Food and Drug Administration. 

3. I, I1V-VII. There are no proceedings under the statutes admin- 


istered by the Food and Drug Administration which fall into these 
categories. 


v5S99—S5T— pt. 4— 6 
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II. Proceedings in general in which the Government directly is a 
party to the proceeding. See answer to No. 4, infra 

III. See answer given to No. 3, VI of part I of the questionnaire. 
When information not generally available to the public 1s applied for 
under the rules promulgated at title 21, Code of Federal Regulations, 
section 4.1, answer to such application is made by letter addressed to 
the applicant. There is no formal hearing on such application. 

4. Statutory provisions relating to adjudicator: y functions: 

(1) Pears 404 (b), Federal Food, Drug, and Cosmetic Act (21 
U.S. C. 344 (b)): The Secretary is authorized to suspend immedi- 
ately upon notice any permit issued under authority of this section 
if it is found that any of the conditions of the permit have been vio- 
lated. The holder of a permit so suspended shall be privileged at any 
time to apply for the reinstatement of such permit, and the Secretary 
shall, immediately after prompt hearing and an inspection of the 

establishment, reinstate such permit if it is found that adequate 
measures have been taken to comply with and maintain the conditions 
of the permit, as originally issued or as amended. 

(a) and (c). This authority has never been invoked and no rules 
have been promulgated to govern the procedure. 

(2) Section 505, Federal Food, Drug, and Cosmetic Act (21 
U.S. C. 355) : 

(a) No person shall introduce or deliver for introduction into in- 
terstate commerce any new drug, unless an application filed pursuant 
to subsection (b) is effective with respect to such drug. 

(5) Any person may file with the Secretary an application with 
respect to any drug subject to the provisions of subsection (a). Such 
persons shall submit to the Secretary as a part of the application (1) 
full reports of investigations which have been made to show whether 
or not such drug is safe for use; (2) a full list of the articles used as 
components of such drug; (3) a full statement of the composition 
of such drug; (4) a full description of the methods used in, and the 
facilities and controls used for, the manufacture, processing, and 
packing of such drug; (5) such samples of such drug and of the arti- 
cles used as components thereat as the Secretary may require; and 
(6) specimens of the labeling proposed to be used for such drug. 

(c) An application provided for in subsection (b) shall become 
effective on the 60th day after the filing thereof unless prior to such 
day the Secretary by notice to the applicant i in writing postpones the 
effective date of the application to such time (not more than 180 days 
after the filing thereof) as the Secretary deems necessary to enable 
him to study and investigate the application. 

(d) If the Secret ary finds, after due notice to the applicant and 
giving him an opportunity for a hearing, that (1) the investigations, 
reports of which are required to be submitted to the Secretary pur- 
suant to subsection (b), do not include adequate tests by all methods 
reasonably applicable to show whether or not such drug is safe for 
use under the conditions prescribed, recommended, or suggested in 
the proposed labeling thereof; (2) the results of such tests show that 
such drug is unsafe for use under such conditions or do not show 
that such ‘dr ug is safe for use under such conditions; (3) the methods 
used in, and ‘the facilities and controls used for, the manufacture, 
processing, and packing of such drug are inadequate to preserve its 
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identity, strength, quality, and purity; or (4) upon the basis of the 
information submitted to him as part of the application, or upon the 
basis of any other information before him with respect to such a 
he has insufficient information to determine whether such drug is safe 
for use under such conditions, he shall, prior to the effective date of 
the application, issue an order refusing to permit the application to 
become effective. 

(e) The effectiveness of an application with respect to any drug 
shall, after due notice and opportunity for hearing the applicant, by 
order of the Secretary be suspended if the Secretar s (1) that 
clinical experience, tests by new methods, or tests S methods not 
deemed reasonably applicable when such application became effective 
show that such drug is unsafe for use under the conditions of use 
upon the basis of which the application became effective, or (2) that 
the application contains any untrue statement of a material fact. The 
order shall state the findings upon which it is based. 

(f) An order refusing to permit an application with respect to 
any drug to become effective shall be revoked whenever the Secretary 
finds that the facts so require. 

(g) Orders of the Secretary issued under this section shall be served 
(1) in person by any officer or employee of the Department designated 
by the Secretary or (2) by mailing the order by registered mail ad- 
dressed to the jer alala or respondent at his last-known address in 
the records of the Secretary. 

(h) An appeal may be taken by the applicant from an order of the 
Secretary refusing to permit. the application to. become effective, or 
suspending the effectiveness of the application. Such appeal shall 
be taken by filing in the district court of the United States within 
any district wherein such applicant resides or has his principal place 
of business, or in the District Court of the United States for the 
District of Columbia, within 60 days after the entry of such order, 
a written petition praying that the order of the Secretary be set 
aside. A copy of such petition shall be forthwith served upon the 
Secretary, or upon any officer designated by him for that purpose, 
and thereupon the Secretary shall certify and file in the court a 
transeript of the record upon which the order complained of was 
entered. Upon the filing of such transcript such court shall have 
exclusive jurisdiction to affirm or set aside such order. No objection 
to the order of the Secretary shall be considered by the court unless 
such objection shall have been urged before the Secretary or unless 
there were reasonable grounds for failure so to do. The finding of 
the Secretary as to the facts, if supported by substantial evidence, 
shall be conclusive. If any person shall apply to the court for leave 
to adduce additional evidence, and shall show to the satisfaction of 
the court that such additional evidence is material and that there were 
reasonable grounds for failure to adduce such evidence in the pro- 
ceeding before the Secretary, the court may order such additional 
evidence to be taken before the Secret: wry and to be adduced upon the 
hearing in such manner and upon such terms and conditions as to the 
court may seem proper. The Secretary may modify his findings as 
to the facts by reason of the additional evidence so taken, and he ‘shall 
file with the court such modified findings which, if supported by sub- 
stantial evidence, shall be conclusive, and his recommendation, if any, 
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for the setting aside of the original order. The judgment and decree 
of the court affirming or setting aside any such order of the Secretary 
shall be final, subject to review as provided in sections 128, 239, and 
240 of the Judicial Code, as amended (now covered by U.S. C., title 
28, secs. 1291-1294, 1254), and in section 7, as amended, of the act 
entitled “An Act to establish a Court of Appeals for the District of 
Columbia,” approved February 9, 1893 (now covered by U.S. C., title 
28, secs. 1291, 1292). The commencement of proceedings under this 
subsection shall not, unless specifically ordered by the court to the 
contrary, operate as a stay of the Secretary’s order. 

(i) The Secretary shall sbsiiaahiehe regulations for exempting from 
the operation of this section drugs intended solely for investigational 
use by experts qualified by scientific training and experience to in- 
vestigate the safety of drugs. 

(a) and (¢c) The regulations which provide for notice, appearance, 
appointment of hearing examiner, prehearing and other conferences, 
submission of documentary evidence, hearing, and type of record kept 
appear in title 21, Code of Federal Regulations, section 130.1, seq. 

(3) Sections 1 and 3, Federal Import Milk Act (21 U.S. C. 141, 
143) : 


Sec. 141. Prohibition of importation without permit. On and after May 16, 
1927, the importation into the United States of milk and cream is prohibited 
unless the person by whom such milk or cream is shipped or transported into the 
United States holds a valid permit from the Secretary of Health, Education, and 
Welfare. 

Sec. 143. Inspection; certified statement in lieu thereof; waiver of require- 
ments of section 142; regulations; suspension and revocation of permits. The 
Secretary of Health, Education, and Welfare shall cause such inspections to be 
made as are necessary to insure that milk and cream are so produced and 
handled as to comply with the provisions of section 142 of this title, and in all 
cases when he finds that sueh milk and/or cream is produced and handled so as 
not to be unfit for importation under clauses 1, 2, and 3 of section 142 of this 
title, he shall issue to persons making application therefor permits to ship milk 
and/or cream into the United States: Provided, That in lieu of the inspections 
to be made by or under the direction of the Secretary he may, in his discretion, 
accept a duly certified statement signed by a duly accredited official of an 
authorized department of any foreign government and/or of any State of the 
United States or any municipality thereof that the provisions in clauses 1, 2, and 
3 of section 142 of this title have been complied with. Such certificate of the 
accredited official of an authorized department of any foreign government shall 
be in the form prescribed by the Secretary, who is hereby authorized and 
directed to prescribe such form as well as rules and regulations regulating the 
issuance of permits to import milk or cream into the United States. 

The Secretary is authorized, in his discretion, to waive the requirement of sec- 
tion 142, paragraph 4, of this title when issuing permits to operators of condens- 
eries in which milk and/or creom is used when sterilization of the milk and/or 
cream is a necessary process: Provided. however, That no milk and/or cream 
shall be imported whose bacterial count per cubic centimeter in any event 
exceeds one million two hundred thousand : Provided further, That such require- 
ments shall not be waived unless the farm producing such milk to be imported is 
within a radius of fifteen miles of the condensery in which it is to be processed: 
Provided further, That if milk and/or cream imported when the requirements of 
section 142, paragraph 4, have been so waived, is sold, used, or disposed of in its 
raw state or otherwise than as condensed milk by any person, the permit shall 
be revoked and the importer shall be subject to fine, imprisonment, or other 
penalty prescribed by sections 141-149 of this title. 

The Secretary is directed to waive the requirements of paragraph 2 and 5 of 
section 142 of this title insofar as the same relate to milk when issuing permits 
to operators of, or to producers for delivery to, creameries and condensing plants 
in the United States within twenty miles of the point of production of the milk, 
and who import no raw milk except for pasteurization or condensing: Provided, 
That if milk imported when the requirements of paragraphs 2 and 5 of section 
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142 have been so waived is sold, used, or disposed of in its raw state, or other- 
wise than as pasteurized, condensed, or evaporated milk by any person, the 
permit shall be revoked and the importer shall be subjected to fine, imprison- 
ment, or other penalty prescribed by sections 141-149 of this title. 

The Secretary is authorized and direeted to make and enforce such regulations 
as may in his judgment be necessary to carry out the purpose of sections 141— 
149 of this title for the handling of milk and cream, for the inspection of milk, 
cream, cows, barns, and other facilities used in the production and handling of 
milk and/or cream and the handling, keeping, transporting, and importing of 
milk and/or cream : Provided, however, That unless and until the Secretary shall 
provide for inspections to ascertain that paragraphs 1, 2, and 3 of section 142 have 
been complied with, the Federal Security Administrator shall issue temporary 
permits to any applicants therefor to ship or transport milk and/or cream into 
the United States. 

The Secretary is authorized to suspend or revoke any permit for the shipment 
of milk or cream into the United States when he shall find that the holder there- 
of has failed to comply with the provisions of or has violated sections 141-149 
of this title or any of the regulations made hereunder, or that the milk and/or 
cream brought or shipped by the holder of such permit into the United States is 
not produced and handled in conformity with, or that the quality thereof does not 
conform to, all of the provisions of section 142 of this title. (Feb. 15, 1927, ¢c. 155, 
sec. 3, 44 Stat. 1102; 1940 Reorganization Plan No. IV, sec. 12, effective June 30, 
1940, 5 F. R. 2421, 54 Stat. 1237; 1953 Reorganization Plan No. 1, effective April 
11, 1953, 18 F. R. 2053, 67 Stat. 631.) 


(a) and (c) The regulations providing for notice and hearing 
appear at title 21, Code of Federal Regulations, section 290,30, et seq. 
A stenographic transcript of the hearing would be kept. No hearings 
have been held. 


(4) Section 5 (a) (b) Federal Caustic Poison Act (15 U. S. C. 
405 (a) (b)): 


Sec. 405. (a) Whenever in the case of any dangerous caustic or corrosive sub- 
stance being offered for importation the Secretary of Health, Education, and 
Welfare has reason to believe that such substance is being shipped in interstate or 
foreign commerce in violation of section 403 of this title, he shall give due notice 
and opportunity for hearing thereon to the owner or consignee and certify such 
fact to the Secretary of the Treasury, who shall thereupon (1) refuse admission 
and delivery to the consignee of such substance, or (2) deliver such substance to 
the consignee pending examination, hearing, and decision in the matter, on the 
execution of a penal bond to the amount of the full invoice value of such sub- 
stance, together with the duty thereon, if any, and to the effect that on refusal 
to return such substance for any cause to the Secretary of the Treasury when 
demanded, for the purpose of excluding it from the country or for any other pur- 
pose, the consignee shall forfeit the full amount of the bond. 

(b) If, after proceeding in accordance with subdivision (a) of this section, the 
Secretary of Health, Education, and Welfare is satisfied that such substance 
being offered for importation was shipped in interstate or foreign commerce in 
violation of any provision of this chapter, he shall certify the fact to the Secre- 
tary of the Treasury, who shall thereupon notify the owner or consignee and 
cause the sale or other disposition of such substance refused admission and de- 
livery or entered under bond, unless it is exported by the owner or consignee or 
labeled by him so as to conform to the law within three months from the date 
of such notice, under such regulations as the Secretary of the Treasury may 
prescribe. All charges for storage, cartage, or labor on any such substance re- 
fused admission or delivery or entered upon bond shall be paid by the owner or 
consignee. In default of such payment such charges shall constitute a lien against 
any future importations made by such owner or consignee. 


(a) and (ce) The regulations providing for notice and hearing ap- 
pear at title 21, Code of Federal Regulations, section 285.26 et seq. 

5. Covered by answers to questions 3 and 4. 

6. (a) Unless required by statute, formal hearings are not held. 


Informal conferences can always be had concerning disputes upon 
request of the persons concerned. 
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(6) Whenever a statute administered by the Food and Drug Ad- 
ministration requires notice and a hearing of an adjudicatory nature 
suc ¥ notice and hearing are afforded. 

No occasion has arisen under statutes administered by the Food 
atid Drug Administration to modify, amend, repeal, or suspend orders 
of en adjudicatory nature. 

8. An interested party may petition for a hearing to set aside or 
amend agency action suspending a new drug application under sec- 
tion 505 of the Federal Food, Drug, and Cosmetic Act (21 U.S. C. 
355). Such petitions may be ‘submitted informally and a determina- 
tion will be made after inspection and investigation whether or not such 
action should be taken, based upon an evaluation of whether correc- 
tions have been made of the conditions which initially caused the im- 
position of the suspension. One such petition was received during the 
past 2 years and it was acted on favorably to the applicant. (See 
21 C. F. R. 130.28.) The agency initiated the refusal of two new drug 
applications during 1955 and 1956. They were both terminated by 
the voluntary withdrawal of both applications. 

Under section 404 (b) of the Federal Food, Drug, and Cosmetic Act 
(21 U.S. C. 344 (b) ) a person who has an emergency permit suspended 
may apply for reinstatement. After hearing and an inspection of the 
premises, such permit. would be reinstated if it is found that adequate 
measures have been taken to comply with and maintain the conditions 
of the permit. No such petitions have been acted upon during 1955 
and 1956, nor were any such proceedings initiated by the agency. 

es he Food and Drug Administration makes no adjudications 
concerning : 

(a) Any military, naval, or foreign affairs functions of the United 
States. 

(5) Any matter relating to agency management or personnel. 

(c) Public property, loans, grants, benefits, or contracts. 

10. The Food and Drug Administration does not make any adjudi- 
‘ations after informal proceedings. 

11. (a) The Food and Drug Administration has no adjudication 
involving any matter subject to a subsequent trial of the law and the 
facts de novo in any court. 

(6) See answer to question 4 and exhibit 1. 

(c) The Food and Drug Administration never acts as an agent for 
a court in any adjudicatory proceeding. 

(d) There are no adjudicatory proceedings under statutes adminis- 
tered by the Food and Dr ug Administration where decisions rest solely 
on inspections, tests, or elections, although title 21, United States Code, 
section 344 (b) requires an inspection before the suspension if an emer- 
gency permit is lifted. There have been no proceedings of that kind 
since the law was enacted. Also, though not regarded by us as adju- 
dication within the meaning as the Administrative Procedure Act, the 
Tea Importation Act (21 U. 8. C. 41 et seq.) provides for granting 
or refusing entry to consignments of tea based upon examination by 
a tea examiner to see whether the tea measures up to uniform stand- 
ards of purity, quality, and fitness for consumption. If refused entry 
by the examiner, the importer may appeal to a Board of Tea Appeals 
who examine the tea and make a final decision. 

Other procedures of this agency based on tests and examinations, 
also not regarded by us as adjudication, are the procedures for grant- 
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ing certificates for batches of antibiotics, coal tar colors and insulin 
under sections 406, 504 rs 507, and 604 of the Federal Food, Drug, 
and Cosmetic Act (21 U.S. C. 346, 354, 356, 357, 364). Under these 
sections of the act, persons desiri ing to distribute such articles in inter- 
state commerce submit samples of each batch to the Food and Drug 
Administration for analysis. If the analysis indicates compliance 

with the law and regulations, a certificate is granted. If not, the cer- 

tificate is refused, and it is contrary to law to introduce such articles 
into interstate commerce. 

(e), (f), and (g) The Food and Drug Administration conducts no 
adjudicatory proceedings involving the conduct of military, naval, 
or foreign affairs functions, public property, loans, grants, benefits, 
or contracts, the certification of employee representatives. 

All adjudications under statutes administered by the Food and 
Drug Administration fall within category (6) of question 11. 

13. There is no adjudication carried on by the Food and Drug Ad- 
ministration not required by statute to be determined on the record 
after opportunity for an agency hearing, unless the proceedings re- 
ferred to in answer to question 11 (d@) be regarded as adjudication. If 
so, based upon the number of decisions made and the time spent on 
such functions, approximately 85 percent of this agency’s adjudica- 
tion is without hearing. 

14. The statutory language concerning adjudicatory powers of stat- 
utes administered by the Food and Drug Administration is adequate, 
sufficiently clear and specific, and has not been changed in the course 
of administration, nor has any attempt been made by the agency to 
~ @ the language changed. 

The agency has never found that time, the nature of the proceed- 
base and the public interest do not permit the agency to afford all in- 
terested parties opportunity for the submission and consideration of 
facts, arguments, offers of settlement, or proposals of adjustment. 
Under section 505 of the Federal Food, Drug, and Cosmetic Act (21 
U.S. C. 355), relating to the granting of new drug applications, how- 
ever, rigid time limits are imposed which require action to be taken 
within a specified number of days unless the Administrator desires a 
new drug application which has been filed to become effective. Be- 
cause of these time limitations it is not always possible to adequately 
consider offers of settlement and proposals of adjustment. Long nego- 
tiation would allow an application to become effective by inaction on 
the part of the Food and Drug Administration. 

16. (a) The agency does allow representation by counsel. 

(b) Where an attorney is representing a party, notices and other 
papers are served on the attorney by mailing copies to him at the 
address given. 

17. There are no procedures for serving or publicly announcing ad- 
judicatory proceedings before the agency, since such proceedings i in 
this agency directly affect the parties to the proceedings, and only in- 
directly the public. Information received concerning new drug ap- 
plications is eee to be kept confidential, by section 301 (3) of the 
act (21 U. C. 331 (j), as is information gathered under certain 
other Skee of the act. For this reason, unless the new drug ap- 
plicant requests a public hearing, the regulations (21 C. F. R. 130.14), 
provide that the hearing shall be pr ivate. 
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18. The agency is always willing to reach a satisfactory determina- 
tion by consent. In the 3 adjudicatory proceedings relating to 
new drugs commenced during the past 2 years, 2 proposed refusals 
of new drug applications have been terminated by the applicant’s 
voluntary withdrawal of the new drug application. In the one pro- 
posed suspension of a new drug application, the notice of hearing 
was withdrawn by the Commissioner when the applicant took action 
to remove the cause for the proposed suspension. 

19. The agency does not issue declaratory orders. 

20. There are no proceedings before the agency where declaratory 
orders are believed appropriate. 

21. No specialized procedural steps have been developed by the 
agency to expedite adjudicatory hearings, except for the recom- 
mendations of the President’s conference on administrative proce- 
dure concerning prehearing and other conferences, submission of 
documentary evidence in advance, and provisions for using excerpts 
from documentary evidence, all of which have been adopted. We 
agree with the recommendations of that conference that such regula- 
tions are desirable. 

22. This agency has not held any adjudicatory hearings for several 
years, though several have been started by the issuance of notice of 
hearing and have been settled by the applicant’s voluntary with- 
drawal. 

23. The agency has only 1 part-time trial examiner who has held 
no hearings of an adjudicatory nature in the last 3 years. 

24 and 25. No decisions were entered and no hearings were con- 
ducted at agency level in the last 3 years. 

26. See answers to 22 to 25. 

27 and 28. See answers above. 

29. Our best estimate as to the division of time at agency level is as 
follows: 


Percent 
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If the functions referred to in answer to question 11 (d) are re- 
garded as adjudication, however, the devision of time is as follows: 
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30. No petitions for hearings of an adjudicatory nature were pend- 
ing as of October 1, 1956. 

31. Since this agency has not recently held any hearings of an ad- 
judicatory nature, the question is inapplicable. 

32. No decisions in cases of an adjudicatory nature have been made 
available to the public because of the prohibitions against divulging 
certain confidential information in new drug applications. 
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BUREAU OF OLD-AGE AND SURVIVORS INSURANCE, 
SOCIAL SECURITY ADMINISTRATION 


The Federal old-age, survivors, and disability insurance benefits 
program under title II of the Social Security Ket (42 U. S..C. A. 
401 et seq.), and the Bureau of Old-Age and Survivors Insurance, 
which administers the program, are hereinafter referred to as the 
OASDI program, title II, the act, and the Bureau, respectively. 

Reference to “regulation No. 1” means regulation No. 1 of the So- 
cial Security Administration, which appears at part 401, chapter IIT, 
title 20, Code of Federal Regulations. 

Regulation No. 3 of the Social Security Administration is an earlier 
regulation, largely inapplicable insofar as the present provisions of 
title II are concerned, which appears at part 403, chapter IIT, title 20, 
Code of Federal Regulations. 

Regulation No. 4, which is the current general regulation, appears 
at part 404 of the same chapter and title, Code of Federal Regula- 
tions. A few sections of regulation No. 3 are still currently applicable 
by reason for having been incorporated by reference into regulation 
No. 4; e. g., as to procedures, payment of benefits, and representa- 
tion of parties, section 404.901 of regulation No. 4 incorporates the 
provisions appearing at sections 403.705-403.713 and the appendix to 
subpart G of regulation No. 3. 


II. ApsuDICATION 


1. (a) and (6) Section 205 (b) of the Social Security Act (42 U.S. 
©. A. 405 (b)) directs the Secretary of Health, Education, and Wel- 
fare (formerly Federal Security Administrator) to make finding of 
fact and decisions as to the rights of any individual applying for a 
payment under title II of such act. 

(c) This authority has been delegated, with respect to initial 
determinations, through the Commissioner of Social Security, to 
designated officials in the Bureau of Old-Age and Survivors Insur- 
ance. With respect to hearings and review in connection with ad- 
ministrative appeals, this authority has been delegated to the Office 
of Appeals Council (including the referees in such Office.) 

2. See answer to question 1, above. 

3. This program is a Federal benefit program and does not fall un- 
der any of the above-listed categories. The provision for determining 
claims for benefits on the record after opportunity for an agency hear- 
ing is set forth under No. 4 below. The procedure for hearing such 
claims is set forth in regulation No. 3, section 403.709 (g¢). 

4. The statutory provision relating to the adjudication function in 
the old-age survivors insurance program which requires notice, hear- 
ing, and record of the hearing, is contained in section 205 (b) of the 
Social Security Act, reading as follows: 

(b) The Administrator [Secretary] is directed to make findings of fact and 
decisions as to the rights of any individual applying for a payment under this 
tithe. Whenever requested by any such individual or whenever requested by a 
wife, widow, former wife divorced, husband, widower, child, or parent who 
makes a showing in writing that his or her rights may be prejudiced by any 
decision the [Secretary] has rendered, he shall give such applicant and such 
other individual reasonable notice and opportunity for a hearing with respect 
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to such decision, and if a hearing is held, shall, on the basis of evidence adduced 
at the hearing, affirm, modify, or reverse his finding of fact and such decision. 
The [Secretary] is further authorized, on his own motion, to hold such hearings 
and to conduct such investigations and other proceedings as he may deem 
necessary or proper for the administration of this title. In the course of any 
hearing, investigation, or other proceeding, he may administer oaths and affir- 
mations, examine witnesses, and receive evidence.. Evidence may be received 
at any hearing before the [Secretary] even though inadmissible under rules of 
evidence applicable to court procedure. 

The type of notice given of such hearings, pursuant to seetion 
403.709 (e) of regulation No. 3, is at least 10 days’ written notice of 
the time and place of hearing (unless waived), mailed to the parties 
at their last known addresses, or given to them by personal service. 
The conduct of the hearing is in accordance with section 403.709 (g) 
of regulation No. 3. A complete stenographic record is kept of the 
oe as well as a record of all exhibits received. 

(a) Written submission of views: The procedure and practice 
in me hearings before referees are in accordance with the provisions 
of said section 403.709 (2), which provides, inter alia, that the parties 
upon request shall be allowed a reasonable time not only for the presen- 
tation of oral arguments but also for the filing of briefs or other 
written statements of contentions. 

(6) The forms for written submissions. There are no formal re- 
quirements for written submissions at hearings. Where there is more 
than one party to the hearing, copies must be filed in sufficient number 
to be available to each party. 

(c) Oral submissions: See answer to (a), above. 

(d) Intervention: See answer to Gaara 3 (bd). 

(e) Consolidation of proceedings: Under section 403.709 (h) « 
regulation No. 3, where substantially similar evidence is pertinent 
the issue in two or more hearings, the referee may conduct such 
hearings jointly, but a separate decision is, nevertheless, made in 
each case. 

(f) Initial or recommended decisions: It is the practice to afford 
claimants an opportunity at hearings to request particular findings 
and decisions. In practically all cases, the referee makes the decision 
after a hearing. Although very rarely used, the regulations also pro- 
vide that, in his discretion, a referee may certify the case to the appeals 
council for decision (after such further proceedings as may be desired), 
or, if new and material evidence has been presented at the hearing 
which was not before the Bureau, the referee could remand the case 
to the Bureau for further action. (See regulation No. 3, secs. 403.709 
(k) ; 403.710 (a).) The referee’s decision is always based upon the 
evidence adduced at the hearing, or, if a hearing was waived by the 
parties, upon the Bureau record and any written evidence submitted 
(regulation No. 3, sec. 403.709 (k)). 

(g) Appeals therefrom: Upon the request of any party to a hearing, 
the referee’s decision may, in the discretion of the Appeals Council, 
be reviewed by the Council (or the Council may review such decision 
upon its own motion) (regulation No. 3. sec. 403.710 (b)). Section 
205 (2) of the act provides for judicial review of the final »admin- 
istrative decision by the bringing of a civil action in the Federal 
district court. 

6. (a2) This question appears to be inapplicable to the adjudicatory 
functions of the old-age and survivors’ insurance program. The stat- 
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utory requirement for affording an opportunity for a hearing covers 
all initial determinations as to benefit rights or earnings records. 

(6) This question is not applicable to the old-age and survivors 
insurance program. Public participation is not appropriate in a hear- 
ing upon the benefit rights of an individual. 

Decisions of referees or the Appeals Council may be reopened 
and revised, subject to the limitations contained in section 403.711 
of regulation No. 3, as modified by the appendix to subpart G of such 
regulations. In general, a referee or the Appeals Council, respectively, 
may revise a decision within 6 months without limitation; within 4 
years upon a finding of good cause (as defined—e. g., by reason of 
new and material evidence, or error appearing on the face of the 
record, or circumstances beyond claimant’s « ontrol) ; ; and at any time, 
in cases involving fraud or similar fault, or adverse claim, and where 
an individual was erroneously found to be deceased. Requests for the 
review of referees’ decisions by the Appeals Council are made pursuant 
to section 403.710 (b) of regulation No. 3. In the absence of proper 
revision, the doctrine of res judicata is applicable. (See Hobby v. 
Hodges, 215 F.2d 754 (10 Cir. 1954).) 

8. There is no adjudicatory petition procedure in this program, 
which involves administrative determinations in the adjudication of 
claims for benefits and related questions concerning earnings cred- 
itable for such purposes, and the reconsideration and appeal of such 
determinations through the administrative hearmg and review pro- 
cedures (the provisions of sec. 205 (b) of the act. (quoted above at 
question 4) are implemented by secs. 403.709 and 403.710 (b) of regu- 
lation No. 3). Statistics as to the number of hearings held are given 
er at question 23 and following. 

All adjudications made by the Bureau of Old- Age and Survivors 
ie e, or the Office of Appeals Council, relate to benefits under 
title II of the Social Security Act. 

10. (a) The referees’ decisions are usually quite full, so that it is 
self-evident that all of the evidence was carefully considered. Each 
document. received into the record at a hearing is admitted into evi- 
dence by formal statement of the referee, and is listed in an index of 
exhibits. 

(6) There is no prescribed form of submission. Section 403.709 (g) 
of regulation No. 3, relating to the conduct of hearing and evidence, 
provides that the referee shall receive in evidence the testimony of 
witnesses and any documents which are relevant and material to the 
issue, and, further, that such evidence may be received even though 
inadmissible under rules of evidence applicable to court procedure. 

11. (a) None. 

(6) Under section 205 (g) of the Social Security Act, the findings 
of the agency as to any faet are conclusive if supported by substantial 
evidence. 

(c) None. 

(d@) None. 

(e) None. 

(7) The adjudications in the old-age and survivors insurance pro- 
gram relate to benefits under title II of the Social Security Act. 

tg) None. 

All adjudications in the program fall within category (/), and 
aoe within category (b) to the extent stated above. 
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13. All adjudications of benefit claims, if requested by a claimant. 

14. (a) Yes. 

(6) Only such problems as are to be expected in applying to particu- 
lar facts and cire umstances the various definitions contained in the 
act, such as “employee” (as defined in the statute) ; “living with” (as 
defined in the statute). 

(c) In the years which have elapsed since the original enactment 
of the Social Security Act in 1935, title II has been amended several 
times, and these amendments have effected many changes in the defini- 
tions and other standards. To enumerate them all would require a 
special study. However, as one example, the interpretation of the 
term “employee” by the agency, poe to Federal court decisions 
(e. g., see United States v. Silk, 67 S. Ct. 1463), was changed by Con- 
gress by the act of June 14, 1948 (Public Law 642, 80th Cong.; see 
H. Rept. 1319), and the revised definition now appears at section 210 
(k) (2) of the act. 

(d), (e), and (f) All adjudicatory actions in the old-age and sur- 
Vivors insurance program involve the application of standards or 
guides which are apparent or explicit in the statute or which have 
been implemented by regulation, so that in no matters could it be said 
that adjudicatory action is completely at the discretion of the agency. 
The few matters which have been committed by statute to agency 
discretion are administrative (executive) in nature, rather than ad- 
judicatory (judicial). 

15. None. 

16. When the Office of Appeals Council is aware of the appointment 
of an attorney (or other qualified representative) , copies of all notices 
of hearing, as well as of the referee’s or Appeals Council’s decision, 
are furnished to the representative. Notices are normally sent by 
regular mail, except on final action by the Appeals Council when regis- 
tered mail to the claimant is utilized in order to be able to establish 
precisely the date of mailing because of the time limitation within 
which any judicial action may be taken. Because of the informal 
nature of the claims process in the Bureau, few claimants appoint 
attorneys or other representatives unless or until a request for a 
hearing is filed. 

Appointment of a representative is made on a standard form avail- 
able at all district offices of the Bureau and furnished upon request. 
The form authorizes the representative to obtain information concern- 
ing the claim and provides that any notice or request sent to the repre- 
sentative shall have the same force and effect as if sent to the claimant. 

17. Where there may be adverse claimants (as where a claim is filed 
for widow’s insurance benefits and there is a question as to which of two 
persons qualifies as the widow), the Bureau suggests to the adverse 
party that he file a claim (if he has not already done so). In the 
event an adverse party whose application for benefits has been denied 
by the Bureau requests a hearing upon his claim, the referee customar- 
ily makes both claimants parties to the hearing where both reside in 
the same area. 

18. Question is not applicable to this program. 

19. No; none. 

20. Not appropriate for benefit type of program. 
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21. The Bureau of Old-Age and Survivors Insurance maintains a 
field organization of 558 district offices and 39 resident stations in all 
the larger towns and cities of the United States, Alaska, Hawaii, and 
Puerto Rico. In addition, the field force visits more than 3 ,000 other 
communities on a regularly scheduled basis. Benefit claims are taken 
and serviced by claims representatives and field representatives who 
are carefully selected and trained to give personalized service. The 
claims for old-age and survivors insurance are adjudicated in the dis- 
trict offices and reviewed in the appropriate area office, which (with 
the exception of the area office in Birmingham, which has been author- 
ized to issue benefit checks directly to beneficiaries) then certifies pay- 
ment to the Treasury Department, which issues and transmits the 
checks to OAST beneficiaries. 

Since the beginning of the program, the Bureau has continuously 
been developing specialized procedural steps for the purpose of im- 
proving and expediting its adjudicatory functions, and these steps have 
contributed substantially toward that end. It would require consid- 
erable time to enumerate even the most important of these procedural 
improvements within the scope of a questionnaire of this nature. 

Referees of the Office of Appeals Council are established at various 
metropolitan centers throughout the country so that claimants may 
have their hearings at or relatively near to their place of residence 
(and that of their witnesses). The referees’ decisions constitute the 
administrative final decision, unless reviewed by the Appeals Council 
at the request of the claimant (or on its own motion). 

The procedures which have been worked out for old-age and sur- 
vivors Insurance are peculiarly adapted to this program. It would 
require an extensive study to determine whether any particular feature 


of the procedure could or should be extended to some other particular 
Federal program. 


22. (a) None. 

(6) Inthe adjudication of the very large number of claims handled 
by the Bureau (which will total approximately 3 million in 1957) 
care is taken to assure uniformity of results. Cases involving unde- 
cided legal questions are submitted to the Office of the General Counsel, 
and the opinions rendered in such cases become guides for future 
claims. Claims involving questions of administrative policy are sub- 
mitted to the central office of the Bureau and are resolved on the basis 
of accumulated experience in handling many individual cases. 

The referees, in making decisions in hearing cases, have available 
precedent opinions of the Office of the General Counsel, and copies of 
selected decisions of precedent value which have been rendered by 
the Appeals Council or by other referees. 

Trial examiner (referee) decisions released : 1954, decisions in 
3,841 hearings; in 1955, decisions in 3,414 hearings; in the first 9 
months of 1956, decisions in 2,995 hearings. 

(Note: Some hearings involve several benefit claims, e. g., the claims 
of several children and widow on the same earnings record may depend 
upon the same issue.) 

24. Review decisions at agency (Appeals Council) level in contested 
proceedings: 1954, Appeals ( ‘ouncil decisions in 245 proceedings; 1955, 
Appeals Council decisions in 218 proceedings; first 9 months of 1956, 
Appeals Council decisions in 115 proceedings. 
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25. The Appeals Council does not hold original hearings as a 
practice, and held none in 1954, 1955, and 1956. If the Appeals 
Council does grant a request for review or otherwise takes jurisdiction 
of the case on its own motion, it may receive additional evidence, 
oral or documentary, at the Appeals Council level. If oral evidence 
is to be received, it may be done by the panel of the Council which 
will decide the case, or it may be done through a supplemental hearing 
held on behalf of the Council by a designated referee. No record has 
been kept of the number of such cases in 1 the years in question. 

26. (a) During each of 1954 and 1955 it is estimated that the parties 
appeared before the Appeals Council for argument or the presenta- 
tion of additional evidence upon the review of a referee’s decision in 
approximately 35 cases each year. 

(6) In 1954 the referees rendered 3,841 decisions; and in 1955, 3,414 
decisions (same as given in question 23). 

(c) Decisions entered by the agency (Appeals Council) upon re- 
view of trial examiner (referee) decisions after the filing of excep- 
tions (i. e. upon request for review): Same as given in answer to 
question 24—in 1954, 245 Appeals Council decisions; and in 1955, 
218 Epes Council decisions. 

. See answers to question 28, 

98. (a) Cases are referred immediately to referees servicing the 
area in which they originate. 

(6) No figures are available as to this, but it is estimated that in 
955 the cases were pending before the referees for an average of about 
months. 

(c) Estimated average time per case in 1955, 6 weeks. 

29. The Bureau’s activities in the old-age and survivors insurance 
program can be divided into five types of operations: 

(1) The establishment and maintenance of individual records of 
earnings. This activity requires approximately 21 percent of all 
Bureau time. 

(2) The development (i. e., obtaining necessary information and 
proofs), adjudication and certification for the payment of benefit 
claims (exclusive of disability matters). This is the most extensive 
of the Bureau activities and is responsible for approximately 44 per- 
cent of all Bureau time. Although no precise records are kept for 
strictly adjudication activities (and it would be very difficult to segre- 

gate this from development activities), it is estimated that approxi- 
mately 7 ‘ percent of all Bureau time is spent in adjudication. 

(3) The recertification monthly of awarded monthly benefit claims 
accounts for approximately 14 percent of total Bureau time. 

(4) Activities relating to the establishment of periods of disability 
or entitlement to disability insurance benefits require approximately 
12 percent of all Bureau time. It is estimated that abont 23 percent 
of these activities relating to disability (or approximately 234 percent 
of all Bureau time) could be considered as adjudication activity. 

(5) Supervisory administration is responsible for approximately 
9 percent of total Bureau time. 

Although they both participate in formulating and advising upon 
proposed regulations, neither the Bureau nor the Office of Appeals 
Council has" any primary rulemaking function (see Part I: Rule- 
making). All rulemaking activities in connection with this program, 
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including those in the Office of the Commissioner of Social Security, 
are relatively very small as compared with the entire program. 

30. As stated above at the answer to question No. 8, there is no peti- 
tion procedure, as such, in the old-age and survivors insurance pro- 
gram. Claims originate in the filing « of an application, and hearings 
are available upon request after the denial of an application. The 
following information is given with respect to requests for hearing or 
for review : 

(a) As of October 1, 1956, 3,856 requests for hearings were pending 
before referees, and 10 19 requests for review were pending before the 
Appeals Council. 

(b) The Office of the Appeals Council does not have figures avail- 
wble as to average time such hearings have been pending. 

(c) During the first 9 months of 1956 the referees issued a total of 
2,995 decisions and 641 remands and dismissals, and the Appeals 
Council issued 115 review decisions and denied review in 718 cases. 

(d) Of these 2,995 decisions of referees, in 2,369 cases the Bureau’s 
determination was aflirmed, and in 626 cases it was reversed (i. e., the 
referee’s decision was favorable to the claimant). Of the 115 decisions 
of the Appeals Council, 68 affirmed the referees’ action and 47 were 
reversals. 

51. As stated above at question 22, the agency is concerned with 
the desirability of the uniform adjudication of claims and it is be- 
lieved that efforts to this end have been generally quite successful. 
Although the doctrine of stare decisis is not applied in a rigid manner 
and a rule or inter pretation would not be followed blindly, precedent 
claim decisions are in general carefully followed in subsequent claims. 
The rule as thus applied, however, would be modified or changed for 
future cases if that were determined to be proper in view of new legal 
authority or new administrative policy decisions. 

32. See answers to question No. 2 of part IV for a statement re- 
garding the confidential nature of social-security records. Copies of 
determinations are mailed to all parties to the determination. The 
Appeals Council is considering the desirability of publication or dis- 
tribution of selected precedent decisions. The exact manner in which 
they will be made available has not yet been decided upon. 


Tue Secretary or Hearru, Epucation, AND WELFARE, 
Washington, July 1, 1957. 
Hon. Witit1Am L. Dawson, 
Chairman, Committee on Government Operations, 
House of Representatives, Washington, D.C. 

Dear Mr. Cuatrman: In accordance with your request, there are 
transmitted to you herewith the answers prepared to the questions in- 
cluded in parts IT and III of the questionnaire on administrative 
organization, procedures, and practice insofar as these relate to the 
education, vocational rehabilitation, public assistance, Children’s Bu- 
reau, and Federal credit union programs. 

Sincerely yours, 
M. B. Forsom, Secretary. 
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II. ApsupicaTion 


For the purpose of this reply, “Secretary” means Secretary of 
Health, Education, and Welfare; and “Commissioner” means United 
States Commissioner of Education. 


Answer to question 1 


School assistance for federally affected areas 


(1) (a) Approval, upon finding of entitlement under the terms and 
conditions set forth in the statute of applications for financial assist- 
ance from local educational agencies (20 U.S. C. 240 (a)). 

(6) Commissioner. 

(c) Assistant Commissioner for School Assistance in Federally 
Affected Areas. 

(2) (a) Estimates from time to time amounts to be paid local edu- 
saan: agencies, and pays such amounts reduced or increased by 
overpayments or underpay ac for prior periods, or adjusted to meet 
amounts appropriated (20 U.S.C. 240 (b) and (c)). 

(6) Commissioner. , 

(c) Assistant Commissioner for School Assistance in Federally 
Affected Areas. 

(3) (a) Arranges for free public education at Federal expense for 
certain children residing on Federal property where a Soniye 
is not available in the local public-school system (20 U.S. C. 241). 

(6) Commissioner. 

(c) Assistant Commissioner for Schoo] Assistance in Federally 
Affected Areas. 


School construction assistance in federally affected areas 


(4) (a) Approves, upon finding of eligibility under the terms and 
conditions set forth in the statute, of applications from local educa- 
tional agencies for payments of the Federal share of the cost of con- 
structing school facilities (20 U.S. C. 296). 

(6) Commissioner. 

(c) Assistant Commissioner for School Assistance in Federally 
Affected Areas. 

(5) (a) Disapproves applications only after affording local educa- 
tional agency reasonable notice and opportunity for heari ing (20 
U.S. C. 296 (c)). 

(6) Commissioner. 

(c) Assistant Commissioner for School Assistance in Federally 
Affected Areas. 

(6) (a) Arranges for constructing or otherwise providing minimum 
school facilities at Federal expense for certain children who, it is esti- 

mated, will reside on Federal property on June 30, 1958, where local 
school facilities are not available to such children ( 20 U.S. C. 300). 

(6) Commissioner. 

(c) Assistant Commissioner for School Assistance in Federally Af- 
fected Areas. 
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(7) (a) Withholds, after reasonable notice and opportunity for 
hearing, further payments to local educational agency for (1) failure 
to comply with plans for project, (2) diversion of funds, (3) failure 
to carry out assurances in application, until failure, default, or diver- 
sion corrected or repayment (20 U.S.C. 301). 

(6) Commissioner. 

(c) Assistant Commissioner for School Assistance in Federally 
Affected Areas. 


School construction primarily on Indian land 

(8) (a) Approval, upon finding of eligibility under the terms and 
conditions set forth in the statute, of applications from local educa- 
tional agencies for additional assistance to provide minimum school 
facilities with respect to certain children residing on Federal or 
Indian lands (20 U.S. C. 311). 

(6) Commissioner. 


(c) Assistant Commissioner for School Assistance in Federally 
Affected Areas. 

Vocational education 

(9) (a) Approval, upon finding of conformity with provisions and 
purposes of the statute, of State plans for vocational education (20 
U.S. C.18). 

(6) By statute the power was placed in the Federal Board for Voca- 
tional Education, and by various reorganization plans has been trans- 
ferred to the Department of Health, Education, and Welfare. 

(c) Assistant Commissioner for Vocational Education, except that 
no State plan or amendment thereto may be finally disapproved with- 
out prior consultation and discussion with the Commissioner and the 
Secretary. 

(10) (a) Determine whether funds allotted to States are used for 
statutory purpose, and deducts sums not so used from next succeeding 
annual allotment; also withholds allotment of funds not being ex- 
pended for statutory purposes (20 U.S. C. 15, 24, 25, 26). 

(6) Under the Smith-Hughes Act the power was placed in the Fed- 
eral Board for Vocational Education and by various reorganization 
plans has been transferred to the Department of Health, Education, 
and Welfare. With respect to the funds authorized to be appropri- 
ated under the George-Barden Act, the power is placed by statute 
in the Commissioner. 

(c) Commissioner, except that no funds may be finally withheld 
without prior consultation and discussion with the Secretary. 
Practical nurse training 

(11) (a) Approval, upon finding of conformity with statutory 
conditions, of State plans for practical nurse training (20 U.S. C. 
15ec). 

(6) Commissioner. 

(c) Assistant Commissioner for Vocational Education, except that 
no State plan may be finally disapproved without prior consultation 
and discussion by the Commissioner with the Secretary. 

(12) (a) Withholding of payments to States in whole or in part, 
after reasonable notice and opportunity for hearing, upon finding that 
State plan no longer in conformity, or that administration of plan 

95899—57—pt. 4-7 
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fails to comply substantially with statutory requirements (20 U.S. C. 
15ec (c) ) 

(5) Commissioner. 

(c) Assistant Commissioner for Vocational Education, after con- 
sultation and discussion with Commissioner and Secretary. 

(13) (@) Estimates amounts to be paid to States, and pays such 
lieve reduced or eter py overpayments or underpayments 
for any prior period (20 U.S.C. 15dd). 

(5) joa 

(c) Assistant Commissioner for Vocational Education. 

Studies and research on problems in education 

(14) (a) Contracts with or arranges with universities, colleges, or 
State educational agencies for research, surveys, and demonstrations 
(20 U.S.C. 331). 

(6) Commissioner. 

(c) None. 

Rural library services 

(15) (a) Approval, upon finding of confor ng with statutory con- 
ditions, of State plans for library services (20 U.S. C. 354). 

(6) Commissioner. 

(c) None. 

(16) (a) Estimatés amounts to be paid to States at least semi- 
annually, and certifies such amounts, reduced or increased by over- 
payments or underpayments for prior periods, to Secretary of the 
Treasury for payment (20 U.S. C. 355 (b)). 

(6b) C ommissioner. 

(c) None. 

(17) (a) Withholds certification after reasonable notice and op- 
eiueae for hearing upon finding that State plan no longer in con- 
formity, or that administration of. ee fails to comply subst: antially 
with statutory requirements (20 U.S. C. 356). 

(6) Commissioner. 

(c) None. 

College-aid appropriation 

(18) (a) Ascerta'ns entitlement of each State and Territory and 
the amount of entitlement, under the statutes and annual appropria- 
tion, aoe certifies same to secretary of the Treasury (7 U.S. C. 305 
and 326; sec. 204, Reorganization Plan No. 1 of 1939; sec. 5, Reorgani- 

zation Plan No. 1 of 1953). 

(6) Secretary. 

(c) None. 


Answer to question 2. General grant of authority to make 
adjudications 


The only statutory provisions with respect to adjudication are 
described and cited in answer to question 1. 


Answer to question 3 


Category I. Proceedings between private parties in which Govern- 
ment is not directly a party 
Nosuch proceedings. 
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Category II. Proceedings in which Government directly is a party 
to the proceedings 

As indicated in the answer to question 1, there are a number of 
actions which the agency can take which are by statute subject to the 
requirement of hearing. However, occasion for the invocation of 
hearing procedures almost never arises. For this reason, regulations 
establishing hearing procedures have been limited to the following 
fields: ; : 

(1) Hearings in connection with school construction and financial 
assistance in federally impacted areas (45 C. F. R. 106.1 et seq.). 

It should be noted that these regulations specifically made applica- 
ble to disapprovals under item 1, question 1, although not required 
by statute. And the one formal hearing to date under these regula- 
tions was with respect to such a disapproval. 

For the other adjudication enumerated requiring hearing, the rele- 


vant’ provisions of the Administrative Procedure Act would be 
applicable. 


Category III. Decisions and/or opinions relating to the availability 
of information to the public and public access to or denial of 
matter contained in the agency file 


No procedural requirements within the scope of this question. 


Category IV. Decisions and/or opinions relating to public property, 
encluding use and disposition of land 
Nosuch statutory functions. 


Category V. Decisions and/or opinions relating to loans 
Nosuch functions under existing programs. 


Category VI. Decisions and/or opinions relating to making of grants 
to public or private parties 


The statutory requirements for this category have been identified 


and briefly described in the answer to question 1; and see answer to 
vategory II, above. 


Category VII. Decisions and/or opinions relating to contracts, ete. 
No procedural requirements within the scope of this question. 


Answer to question 4 


_(1) School construction assistance in federally affected areas (20 
U.S.C. 277 (b)). 


(b) The final refusal of the Commissioner to approve part or all of any 
application under this subchapter or subchapter III of this chapter, and the 
Commissioner’s final action under subsection (a) of this section or under section 
301 of this title, shall be subject to judicial review on the record, in the United 
States court of appeals for the circuit in which the local educational agency 
: located, in accordance with the provisions of the Administrative Procedure 

ct. 


(2) Practical nurse training (20 U.S.C. 15ee (d)). 
(d) (1) If any State is dissatisfied with the Commissioner’s action under 
subsection (c) of this section, such State may appeal to the United States court 
of appeals for the circuit in which the State is located. The summons and notice 
of appeal may be served at any place in the United States. 

(2) The findings of fact by the Commissioner, unless substantially contrary 
to the weight of the evidence, shall be conclusive; but the court, for good cause 
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shown, may remand the case to the Commissioner to take further evidence, and 
the Commissioner may thereupon make new or modified findings of fact and 
may modify his previous action. Such new or modified findings of fact shall 
likewise be conclusive unless substantially contrary to the weight of the evidence. 

(5)* The court shall have jurisdiction to affirm the action of the Commissioner 
or to set it aside, in whole or in part. The judgment of the court shall be subject 
to review by the Supreme Court of the United States upon certiorari or certifica- 
tion as provided in section 1254 of title 28. 


(3) Rural Library Services (20 U.S. C. 356). 


Title provided, That any State or State agency is entitled to judicial review 
in the United States district court wherein the State or State agency is located 
of any such withholding determination in accordance with applicable provisions 
of the Administrative Procedure Act. 

(4) With respect to question 1, items 10 (a) and 18, the statutes, in 
the event of a withholding of funds, provide the States with an appeal 
to the President and the Congress. 


Answer to question 5 


The answer to question 3 has covered, generally, such technical 
details. 


Answer to question 6 
(a) Yes. 
(6) There have been no such instances. 


Answer to question 7 
Covered, insofar as applicable, in answer to question 3. 
Answer to question 8 


No special procedural requirements. Officials representing State 
agencies, or local educational agencies often make requests to officials 
of the Department orally or by letter. In either case the matter is 
appropriately considered and the party advised of the action taken. 

No statistical count has been kept of such requests nor of similar 
actions initiated by the Department. 


Answer to question 9 


(a) None, except education of children of military or naval 
personnel. 

(6) Not feasible to estimate proportion of adjudications in the 
broad sense of this questionnaire relating to agency management or 
personnel. 

(c) Although (0), above, is not feasible, adjudications involving 
the award of grants are of higher proportion. 


Answer to question 10 


(a) This question has almost no relevance to these programs. In 
advising interested persons of decisions, effort is made to explain the 
reasons for the actions. 

(6) With respect to plans and projects much of the material sub- 
mitted is on forms furnished by the Office of Education. 


———$—$—$————————— 


1So in original. Probably should be (3). 
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Answer to question 11 


(a) No provision. ; 

(b) Question 4, items 1 and 3, the judicial review provided is on 
the record “in accordance with the provisions of the Administrative 
Procedure Act.” 

Question 4, item 2, “The findings of fact * * * unless substantially 
contrary to the weight of the evidence, shall be conclusive * * *.” 

(d) Nosuch proceedings. However, aspects of adjudication short 
of formal hearing may be based, in part on information disclosed by 
administrative review or fiscal audit. 

(e) Nosuch functions. 

(f) See answers to questions 1, 3, 8, and 10. 

(g) Nosuch function. 


Answer to question 12 


The proportion under (f) ismuch the highest. 


Answer to question 13 
A very high proportion. 
Answer to question 14 
The answer to part I, question 14, appears to be equally applicable 
os Answer to question 15 


Nosuch experience. 
Answer to question 16 


(a) Yes, at title 45, Code of Federal Regulations, section 106.6, with 
respect to hearings in school construction and assistance. 
(6) Nospecial procedure. 


Answer to question 17 


Question does not seem applicable. 


Answer to question 18 


Question not applicable. 


Answer to question 19 
No. 


Answer to question 20 


The Office of Education has no occasion to do so. 


Answer to question 21 


The hearings regulations identified in the answer to question 3. We 
have no opinion as to whether or not they would be pertinent for 
other agencies. 
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Answer to question 22 


The question is not clear as applied to adjudications in these pro- 
grams. 
Answer to question 23 
No trial examiners. 


Answer to questions 24-2 


Questions not applicable. 


Answer to question 29 


The time given by the Office of Education to rulemaking and formal 
adjudic atory functions is slight in proportion to other ‘functions of 
the Office, such as the normal administration of grant-in-aid pro- 
grams and research. The time devoted to adjudication in the broader 
sense, however, as described in answer to question 1, would constitute 
a larger percentage. 

Answer to question 30 


The Office of Education, in carrying out its operations, does not re- 
ceive petitions, as such, except perhaps in the rare case of a formal 
request for a hearing. Although the submission of State plans and 
applications for grants-in-aid and the correspondence submitted from 
time to time in connection therewith might be considered petitions 
in the broad sense, no definitive classification of such submittals has 
been made and no statistical count of such matters as of a certain date 
is available. 

Answer to question 31 


Question is academic in view of the almost complete absence of for- 
mal he: arings in these programs. 


Answer to question 32 


No publication of decisions other than direct certification of inter- 
ested parties. 
LII. Separation or FuNcTIONS 


1. Rulemaking and judicial powers have been summarized in the 
answers to part I (question 1) and part I1 (question 1). With the 
broad interpretation given to adjudication in part II, as apparently 
required by the introductor y note to the questionnaire, there is a re- 
sultant constriction of the area of authority which might otherwise 
be thought of as including executive or administrative functions. 
The classification of executive (administrative) powers for the pur- 
pose of this question would, thesstore. appear to be limited in the vari- 
ous programs to such matters as conducting studies and research; dis- 
seminating information; furnishing technical aid and consultation ; 
conducting administrative reviews and participating as necessary in 
fiscal audits to assure that Federal grants are used for the purposes of 
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the Federal appropriations. This enumeration is merely illustrative, 
but it indicates the difficulty of a more comprehensive or detailed 
reply. It is suggested that the statutes themselves constitute the best 
available comprehensive statement of administrative authority. 

2. There has been no delegation to subordinates of power required 
to be exercised by chief executive officials. The extent of delegation 
is indicated by the replies to part I (question 1) and part II 
Cayesiaon 1). 

Generally speaking, the Office of Education has no investigative 
and prosecuting duties. As stated in the answer to question 1, it makes 
studies and conducts administrative reviews. 

4, This question is generally without pertinence to the Office of Edu- 
cation, which does not have investigative or prosecuting functions. 

5. Since the Office of Education has no direct investigative and 
prosecuting functions, the answer is “not at all.” 

6. Since the Office of Education does not conduct investigations and 
— utions, this question is believed to have no pertinence. 

This question appears pertinent only to adversary proceedings 
les ‘dies to agency decision. The Office of Education has not had ex- 
perience w ith this type of proceeding. 

8. Noexpress authorization in these terms. 

As indicated in the answer to part II, question 3, category II, 
the Office of Education has conducted only one hearing. No special 
procedural rule has been adopted covering this question; and with 
respect to the hearing the situation did not arise. 

10. With respect to the one formal hearing that has been held, 
there has been no effort made to take advantage of the exception. 

11. With respect to the one formal hearing that has been held, al- 
though no special procedural rule covering the question has been 
adopted, the final adjudicating official, in the event of an appeal, 
would be furnished with a complete record, including the views of 
participants. 


OFFICE OF VOCATIONAL REHABILITATION 
Il. ApsupIcATION 


For the purpose of this reply: “Secretary” means the Secretary of 
Health, Education, and Welfare; “Director” means the Director of 
the Office of Vocational Rehabilitation ; “OVR” means Office of Voca- 
tional Rehabilitation. 

Moreover, as appears to be required by the foreword to the ques- 
tionnaire, the term “adjudication” has been interpreted in a very 
broad sense so as to encompass virtually all important areas of deci- 
sionmaking involved in the administration of the programs included 
herein. As will be seen in answers given to part IIT of the question- 
naire, this broad interpretation of the adjudicatory function has 
undoubtedly resulted in the encroachment, in the answers to this part, 
on areas which otherwise might be thought of as being in the execu- 
tive or administrative domain. 
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Answer to question 1 


Grants for special projects 

(1) (a) Makes grants to States and public and other nonprofit 
organizations with respect to stated types of projects (29 U. S. C. 
34 (a)). 

(6) Secretary. 

(c) Director with certain redelegation to Assistant Director for 
Rehabilitation Services and regional representatives. 


Pilot rehabilitation center 


(2) (a) Assists in financing pilot demonstration rehabilitation cen- 
ter in Washington area and determines services to be provided during 
initial period (29 U.S. C. 34 (b)). 

(b) Seaelary. 

(c) Director. 


State plans 


(3) (a) Approval, upon finding of conformity with statutory con- 
ditions, of State plans for vocational-rehabilitation services, includ- 
ing, where appropriate, projects for the extension and improvement of 
vocational-rehabilitation services (29 U. S. C. 35 (b), and see 29 
U.S. C. 33). 

(6) Secretary. 

(c) Director with redelegation on approval of amendments to re- 
gional representatives. 


State plans 


(4) (a) Withholding of grants to States, either in whole or in 
part, after reasonable notice and opportunity for hearing, upon find- 
ing that State plan no longer complies with statutory requirements 
or that statutory requirements not complied with in administration of 
approved plan (29 U.S. C. 35 (c)). 

(6) Secretary. 

(c) None. 


Grants to States 


(5) (a) Estimates quarterly amounts to be paid to the States, and 
pays such amounts through Treasury Department, reduced or in- 
creased by overpayments or underpayments for prior quarters (29 
U.S. C. 36). 

(6) Secretary. 

(c) Director with redelegation to Assistant Director for State 
Administration Development. 


Vending stand program for the blind 

(6) (a) Approval, upon finding of conformity with statutory re- 
quirements, of applications for designation as State licensing agency 
(20 U.S.C. 107b). 

(6) Secretary. 

(c) Chief of Services to the Blind. 

(7) (a) Revocation of designation of certain State agencies as 
State licensing agencies, after notice and opportunity for hearing, 
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upon finding that application changed, or administration fails to 
comply, or that new application approved (20 U.S. C. 107e-1). 
(6) Secretary. 
(c) None. 
Answer to question 2 


There is no general provision covering adjudication. 
Answer to question 3 


Category I. Proceedings between private parties in which Govern- 
ment is not directly a party 

No such proceedings. 

Category II. Proceedings in which Government directly is a party to 
the proceedings 

The answers to question 1, items 4 and 7, contain the only situa- 
tions subject to a statutory requirement for notice and hearing. No 
occasion for the invocation of the hearing procedure has arisen since 
1945 (under a prior law). As a result, no special procedural rules 
have been adopted with respect to item 4. The relevant provisions 
of the Administrative Procedure Act would be applied. (See 45 
C. F. R. 404.5.) 

As for item 7, the regulations provide (45 C. F. R. 403.14 et seq.), 
for notice to the State licensing agency of its failure to comply and a 
reasonable time for making corrections. If failure continues, notice is 
sent to the agency and the Governor and an opportunity for a hearing 
is given. 

Category IIT. Decisions and/or opinions relating to the availability 
of information to the public and public access to or denial of 
matter contained in the agency file 

No procedural requirements within the scope of question 3. 
Category IV. Decisions and/or opinions relating to public property, 

including use and disposition of land 

No procedural requirements within the scope of question 3, 


Category V. Decisions and/or opinions relating to loans 

No such function. 
Category VI. Decisions and/or opinions relating to making of grants 

to public or private parties 

The statutory requirements have been identified and briefly de- 
scribed in the answer to question 1; and see answer to category II 
above. 
Category VII. Re contract disputes, ete. 

No procedural requirements within the scope of question 3. 


Answer to question 4 


Title 29, United States Code, section 35 (d) authorizes an appeal 
after hearing, question 1, item 4, to the United States district court 
with judicial review on the record in accordance with provisions of 
the Administrative Procedure Act. Since the hearing procedure has 
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been invoked only once, and that in 1945 (under prior law), no pro- 
cedural rules have been promulgated within the scope of this ques- 
tion. The statute with respect to question 1, item 7 (20 U. S. C. 


107e-1), makes no provision for appeal to the courts and is silent as 
to any record of the hearing. 


Answer to question 5 


In the event a proposed determination could be, in a sense, adverse 
to a State, for example, that it had been overpaid for a prior period 
(see answer to question 1, item 5) the State would be advised and 
given an opportunity to submit its views in writing. These would be 
taken into account in arriving at a final determination. Moreover, in 
this type of situation, there w ‘ould be full opportunity for consultation 
and discussion at both regional and Washington levels. Determina- 
tion would be made by the Director on the basis of the record thus 
made. 


Answer to question 6 


(a) No request for doing so has been presented in recent years. 
(6) Nosuch instance, 


Answer to question 7 


No special procedural requirements within the scope of this ques- 
tion. However, State officials may present requests either orally or in 
writing. After full consideration they would be advised of the action 
taken and the reasons therefor. If the action should be initiated by 
OVR there would be consultation and discussion with interested State 
officials and the ascertainment of necessary facts. Proper notice of the 
action taken and reasons therefor would be given. 


Answer to question 8 


No special procedural requirements within the scope of this ques- 
tion; and see answer to question 7. No statistical count of such re- 
quests has been kept. 

Answer to question 9 

(a) None. 

(6) Not feasible to estimate proportion of adjudications in the 
broad sense of this questionnaire relating to agency management or 
personnel. 

(c) Although (6), above, not feasible, adjudications involving the 
award of grants make up the greater proportion. The statutory cita- 
tions have been given in answer to question 1. 


Answer to question 10 


For reasons indicated under question 3 this question has almost 
no relevance to these programs. In advising interested persons of 
decisions, effort is made to explain the reason for the actions. 
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Answer to question 11 


(a) No statutory provisions for subsequent trial de novo of the law 
and the facts in any court. 

(b) The procedure described in answer to question 1, item 4, might 
be included here, although findings of fact are not accorded complete 
finality under the Administrative Procedure Act; see answer to ques- 
tion 4. As indicated no special procedures have been adopted. 

(c) No provisions. 

(Z) No such proceedings. 

(e) No such Reacitvals. 

(f) See answers to questions 1, 3, 5, and 9. 

(g) No such function. 


Answer to question 12 
The proportion under (/) is much the highest. 
Answer to question 13 


Since there has never been an adjudication under question 1, items 
4 or 7, except one in 1945 (under prior law), it is practically possible 
to say that virtually none of the agency’s adjudication is required to 
be determined on the record after opportunity for hearing. 
Answer to question 14 


The answer to question 14, part I, would appear to be equally 
applicable here. 


Answer to question 15 


No such experience. 
Answer to question 16 
(a) Not expressly; however, participation by State law officers or 


private attorneys is always recognized and welcomed. 
(6) No special procedure. 


Answer to question 17 
(Juestion does not seem applicable. 
Answer to question 18 


(Question not applicable. 


Answer to question 19 
No. 


Answer to question 2 


The Office of Vocational Rehabilitation has had no occasion to do 
so, and has received no requests for same. 
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Answer to question 21 









None. 
Answer to question 22 


_ The question is not wholly clear as applied to the Office of Voca- 
tional Rehabilitation. If (a) relates to matters like conformity is- 
sues, the vast majority of matters fall under (6). 


Answer to question 23 







No trial examiners. 


Answer to questions 24-28 













Questions not applicable. 






Answer to question 29 


Rulemaking takes up a relatively minor amount of time. 


Answer to question 30 


,. Petitions as.a formal category are practically unknown. No sta- 
tistical count of various requests as of a particular date would be 
available. 


Answer to question 31 


Question is not pertinent, in view of virtual absence of proceed- 
ings to which applicable. 


Answer to question 32 





There is no publication of decisions, other than direct notification 
to the parties. 







IIL. Separation or FuncTIoNns 


For the purpose of this reply—Secretary means the Secretary of 
Health, Education, and Welfare; Director means the Director of the 
Office of Vocational Rehabilitation. 



















Answer to question 1 


Rulemaking and judicial powers have been summarized in the 
replies to part I (question 1) and part II (question 1). With the 
broad interpretation given to adjudication in part II there is a re- 
sultant constriction of the area of authority which might otherwise be 
thought of as including executive or administrative functions. The 
classification of executive (administrative) powers, for the purpose 
of this question, would, therefore, appear to be limited to the kinds 
enumerated in title 29, United States Code, section 37, such as the 
making of studies, investigations, demonstrations, and reports; co- 
operation with and rendering technical assistance to States; provision 
of certain training and instruction in technical matters; and the dis- 
semination of certain information. Title 29, United States Code, sec- 
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tion 38 requires cooperation with the Secretary of Labor in developing 
and recommending policies and procedures to promote employment 
opportunities for handicapped individuals, And title 29, United 
States Code, section 39 requires annual reports to the Congress. With 
respect to vending stands for blind in Federal buildings, title 20, 
United States Code, section 107a (a) the Secretary is required to make 
surveys of concession stand opportunities, surveys of employment 
opportunities in industry, and to disseminate the information thus 
obtained. Under title 20 United States Code, section 107d, the Secre~ 
tary is authorized, out of appropriations, to make necessary expendi- 
tures. 
Answer to question 2 


There has been no delegation to subordinates of power required. to 
be exercised by chief executive officials. The extent of delegations in 
the grant functions of the office has been indicated in the replies to 
part I (question 1) and part II (question 1). In addition, authority 
to contract for training under title 29, United States Code, section 37, 
has been delegated to the Director with redelegation to Assistant 
Director for Rehabilitation Services, 


Answer to question 3 


Generally speaking the Office of Vocational Rehabilitation has no 
investigative and prosecuting duties. It does, however, conduct ad- 
ministrative reviews, and participates in fiscal audits made by the 
Department designed to assure that Federal grants are used for the 
purposes of the Federal appropriations. 


Answer to question 4 


This question is ——e without pertinence for the Office of Voca- 
tional Rehabilitation which has no prosecuting function and has con- 
ducted only one formal proceeding. 


Answer to question 


Since the Office of Vocational Rehabilitation has no direct investiga- 


tive or prosecuting function, if the question is limited to that context, 
the answer is, “Not at all.” 


Answer to question 6 


Since the Office of Vocational Rehabilitation does not conduct 
investigations or prosecutions, this question is believed to have no 
pertinence. 

Answer to question 7 
The question appears pertinent only to adversary proceedings lead- 


ing to agency decisions. The Office of Vocational Rehabilitation has 
had no experience with this type of proceeding. 





462 SURVEY OF ORGANIZATION, PROCEDURE, AND PRACTICE 


Answer to question 8 


Having in mind the adjudication functions described in part II, this 
question does not appear pertinent. 


Answer to question 9 


The Office of Vocational Rehabilitation has not had experience 
with the type of proceeding apparently contemplated by this question. 


Answer to question 10 


The Office of Vocational Rehabilitation has not had an occasion 
requiring the interpretation of these provisions. 


Answer to question 11 


The Office of Vocational Rehabilitation has not conducted proceed- 
ings of a type to which this question is pertinent. 


BUREAU OF PUBLIC ASSISTANCE 
Il. ApsupIcATION 


For the purpose of this reply the answers will cover each of the four 
categories of public assistance (42 U. S. C. 301—Old age assistance; 
42 U.S. C. 601—Ajid to dependent children ; 42 U. S. C. 1201—Aid to 
the blind; 42 U. S. C. 1351—Aid to the permanently and totally dis- 
abled) unless the context indicates otherwise. 


Answer to question 1 

State plans 

(1) (a2) Approval, upon finding of conformity with statutory con- 
ditions. of State plans for old-age assistance, aid to dependent chil- 
dren, aid to the blind, and aid to the permanently and totally disabled 
(42 U.S.C. 302, 602, 1202, 1352). 

(6) Secretary. 

(c) Delegated to the Commissioner, with initial approval of plan 
amendments delegated to the Bureau. 


Grants to States 

(2) (a) Estimates quarterly amounts to be paid to States, and certi- 
fies such amounts, reduced or increased by overpayments or under- 
payments for prior quarters, and reduced by the Federal share in any 
recoveries, to Secretary of Treasury for payment (old-age assistance— 
42 U.S. C. 303 (b); aid to dependent children—42 U. S. C. 603 (b) ; 
aid to the blind—42 U. S. C. 1203 (b); aid to the permanently and 
totally disabled—42 U.S. C. 1853 (b)). 

(6) Secretary. 

(c) Delegated to the Commissioner. 
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Grants to States 


(3) (a) Withholding of grants to States, after reasonable notice 
and opportunity for hearing, for imposing prohibited age, residence, 
or citizenship requirements | in a substantial number of cases, or for 
failure to comply with statutory requirements in administering ap- 
proved plan (Old-age assistance—42 U. S. C. 304; Aid to dependent 
children—42 U. S. C. 604; Aid to blind—42 U. S. C. 1204; Aid to 
permanently and totally disabled—42 U.S. C. 1354). 

3 Secretary. 


(c) Delegated to the Commissioner. 

This reply does not cover areas of adjudication which might be in- 
volved under title 42, United States Code, section 906, Training Grants 
for Public Welfare Personnel, or under title 42, United States Code, 
section 1310, Cooperative Research or Demonstration Projects. These 


subsidiary programs are as yet inoperative since the amounts author- 
ized for them have not been appropriated. 


Answer to question 2 


The only statutory provisions with respect to adjudication are de- 
scribed and cited in answer to question 1, item 3. 


Answer to question 3 


Category I. Proceedings between private parties in which Govern- 

ment is not directly a party 
No such proceedings. 

Category Il. Proceedings in which Governnent directly is a party to 

the proceedings 
The requirements of sections 5 to 8 of the Administrative Procedure 

Act are observed in conducting hearings described in answer to ques- 

tion 1, item 3 (45 C. F. R. 201.4 (c)). For the other adjudications 

enumerated, no special procedural practices or rules have been adopted 
within the scope of this question. 

Category III. Decisions and/or opinions relating to the awailability of 
information to the public and public access to or denial of matter 
contained in the agency file 

No procedural requirements within the scope of this question. 

Category IV. Decisions and/or opinion relating to public property, 

including use and disposition of land 
No such functions. 


Category V. Decisions and/or opinions relating to loans 
No such functions. 


Category VI. Decisions and/or opinions relating to making of grants 
to public or private parties 


The statutory requirements for this category have been identified 


and briefly described in the answer to question 1; and see answer to 
category II, above. 


Category VII. Re contract disputes, ete. 
No procedural requirements within the scope of this question. 
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Answer to question 4 


See answers to question 1, item 3, and question 3, category II. 


Answer to question 5 


To the extent germane to this question, title 45, Code of Federal 
Regulations, section 201.2, covers submittal, review, and approval of 
State plans and revisions thereto. Submittal is to the Bureau through 
the regional office. Consultation and discussion are encouraged. The 
Bureau advises the State of approval or of the need for clarification. 
Title 45, Code of Federal Regulations, section 201.3, outlines the pro- 
cedure for determination of the quarterly grants. Subsection 201.3 
(a) (1) provides for submittal of State estimates to the regional office 
45 days prior to the period of the estimate, together with a certificate 
of available State funds and a statement in support of the estimate. 
The prescribed forms are referred to. The material is analyzed by 
the regional office staff and forwarded with recommendations to the 
Bureau, where it is reviewed, adjustments made for prior periods and 
the grant computed. 

It is for emphasis that these are nonadversary procedures with 
established avenues for negotiation either face to face or by other 
available mediums of communication. 


Answer to question 6 


(a) Yes. States have often been notified that they may have a 
formal hearing although not required by statute. Two such hearings 
have been held in recent years. 

(6) No such instance. 


Answer to question 7 


No specific procedures have been issued relating to the modification, 
amendment, repeal, or suspension of adjudications. However, State 
officials may make requests orally or in writing which will be given 
full consideration. They will be advised of the action taken and the 
reasons therefor. If the action should be initiated by the Bureau, 
there would be consultation and discussion with interested State 
officials and the ascertainment of necessary facts. Proper notice of 
action taken and the reasons therefor would be given. 


Answer to question 8 


No special procedural requirements. Officials representing State 
agencies often make requests orally to officials of the Department or by 
letter. In either case, the matter is appropriately considered and the 
party advised of the action taken. 

No statistical count has been kept of such requests nor of similar 
actions initiated by the Department. 
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Answer to question 9 

(a) None. 

(6) Not feasible to estimate proportion of adjudications in the 
broad sense of this questionnaire relating to Bureau management or 
personnel. 

(c) Although (0), above, not feasible, adjudications involving the 
award of grants, which are characteristic of public-assistance pro- 
grams, constitute the preponderance of adjudications. 


Answer to question 10 


For reasons indicated under questions 1 and 3, this question has 
almost no relevance to these programs. In advising interested persons 
of decisions, effort is made to explain the reason for the actions. 

As indicated in the answer to question 5, much of the material re- 
ceived from the States is on forms furnished by the Bureau. 


Answer to question 11 


(a) No statutory provisions for subsequent trial de novo of the 
law and the facts in any court. 

(6) No statutory provision with respect to finality of findings of 
fact with appeal on law. 

(c) No provision. 

(d) No such proceedings. However, it might be pointed out that 
aspects of adjudication covered under question 1, item 2, might be 
based in part on information disclosed by administrative review (45 
C. F. R. 201.5), or by fiscal audit (45 C. F. R. 201.6). 

(e) Nosuch functions. 

(7) See answers to questions 1, 3, 5 and 9. 

(g) No such function. 


Answer to question 12 


The proportion under (f) is much the highest. 
Answer to question 13 
A very high proportion. 
Answer to question 14 


The answer to part I, question 14, appears to be equally applicable 
here. 
Answer to question 16 


No such experience. 
Answer to question 16 
(a) Not expressly; however, participation by State law officers or 


others is always recognized and welcomed. 
(5) No special procedure. 


95899—57—pt. 4—_8 
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Answer to question 17 


Question does not seem applicable. 


Answer to question 18 


Question not applicable. 


Answer to question 19 
No. 
Answer to question 20 


Bureau of Public Assistance has no occasion to do so, and has 
received no requests for same. 


Answer to question 21 
None. 
Answer to question 22 


The question is not clear as applied to adjudication in public assist- 
ance matters. 
Answer to question 23 


No trial examiners. 
Answers to questions 24 to 28 
Questions not applicable. 
Answer to question, 29 
Rulemaking takes up a relatively minor proportion. 
Answer to question 30 


Petitions as a formal category are unknown; and see answer to 
questions 7 and 8. 
Answer to question 31 


Question is not pertinent, in view of absence o ‘eedings in these 
Question is not pertinent, in view of absence of proceedings in these 
programs to which applicable. However, the principle of following 
relevant precedent decisions is maintained. 


Answer to question 32 


There is no publication of decisions other than direct notification of 
interested parties. 


III. Separation or Functions 
Answer to question 1 
Rulemaking and judicial powers have been summarized in the an- 
swers to part I (question 1) and part IT (question 1). With the broad 


interpretation given to adjudication in part IT, there is a resultant con- 
striction of the area of authority which ought otherwise be thought 
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of as including executive or administrative functions. The classifica- 
tion of executive (administrative) powers, for the purpose of this 
question, would, therefore, appear to be limited to such matters as 
furnishing technical aid and consultation to’ State agencies; conduct- 
ing studies and research; disseminating information about public 
assistance ; ; conducting administrative reviews of State agency opera- 
tions and participating as necessary in fiscal audits to assure that 
Federal grants are used for the purposes of the Federal appropria- 
tions; and making required reports. ‘This enumeration is merely illus- 
trative, but it indicates the difficulty of a more comprehensive or 
detailed reply. It is suggested that the statutes themselves constitute 
the best comprehensive ‘statement available of administrative author- 
ity. For an organized statement covering the Federal responsibilities 
and functions in public assistance, see Handbook of Public Assistance 

Administration, part I, section 4000 et seq. 
















Answer to question 2 





There has been no delegation to subordinates of power required to 
be exercised by chief executive officials. The extent of delegation is 
indicated by the replies to part I (question 1) and part IT (question 1). 







Answer to question 3 





Generally speaking, the Bureau has no investigative and prosecutin 
duties. As stated in the answer to question 1, it makes studies, an 
conducts administrative reviews. 














Answer to question 4 


This question is generally without pertinence to the Bureau which 
does not have investigative or prosec uting functions. 







Answer to question 6 






Since the Bureau has no direct investigative and prosecuting func- 
tions the answer is “Not at all.” 









Answer to question 6 






Since the Bureau does not conduct investigations and prosecutions, 
this question is believed to have no pertinence. 











Answer to question? 


The question appears pertinent only to adversary proceedings lead- 
ing to agency decision. The Bureau has not had this kind of experi- 
ence. Only two hearings have gone to a decision stage since the 
enactment of the Administrative Procedure Act and the Agency head 
presided at each. No arrangements were made for services of other 
groups. 








Answer to question 8 






No express authority in these terms. 
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Answer to question 9 





































In the two proceedings which have gone to decision, consultation 
with those preparing and presenting the case was avoided. No special 
on for notice and opportunity to participate has been 

eveloped. 
Answer to question 10 


That the agency head may not consult with those who worked up and 
presented the case, except in the course of open proceedings. 


Answer to question 11 





With the Bureau’s very limited experience in the conduct of hear- 
ings, no special procedural provision has been adopted. As indicated 
above, in the two proceedings that have gone to decision, the agency 
head presided. 


CHILDREN’S BUREAU 
Il. ApsupIcATION 


Answer to question I 





Grants to States—Maternal and child health services and services for 
crippled children programs—Allotment of funds 
1. (a) Allotment of appropriated funds to States according to stat- 
utory requirements (secs. 502, 512). 
(6) Secretary. 
(c) Commissioner. 


Grants to States; child-welfare services program; allotment of funds 

2. (a) Allotment of appropriated funds to States according to 
statutory requirements (sec. 521 (a)). 

(6) Secretary. 

(c) Commissioner. 
Maternal and child health and crippled children’s services programs 

3. (a) Approval, upon finding of conformity with statutory condi- 
tions, of State plans for maternal and child health services and State 
plans for crippled children’s services (secs. 503 (b), 513 (b)). 

(6) Secretary. 

(c) Regional medical director, Children’s Bureau. 
Child-welfare services program 

4. (a) Jointly develops plans for child-welfare services with State 
agencies (sec. 521 (a)). 

(6) Secretary. 

(c) Regional child-welfare representative. 
Grants to States; maternal and child health and crippled children’s 

services programs 

5. (a) Estimates quarterly amounts to be paid to States, and certi- 

fies such amounts, reduced or increased by overpayments or underpay- 
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ments for prior quarters, to Secretary. of Treasury for payment (secs. 
504 (b) (1), (2) 5514 (b) (1), (2)). 

(6) Secretary 

(c) Commissioner. 
Grants to States; maternal and child health and crippled children’s 

services programs 

6. (a) Withholding of grants to States, after reasonable notice and 
opportunity for hearing, for failure to comply with statutory require- 
ments in administering approved plan (secs. 505,515). 

(6) Secretary. 

(c) Commissioner. 

Answer to question 2 


Other than as stated in answer to question 1, there is no general pro- 
vision covering adjudication. 


Answer to question 3 


Category I. Proceedings between prwate parties in which Government 
as not directly a party. 
No such proceedings. 
Category II. Proceedings in which Government directly is a party to 
the proceedings 
As indicated in the answer to question 1, item 6, there are certain 
actions which are subject to the statutory requirement of hearing. 
However, occasion for the invocation of hearing procedures in these 
programs has never arisen. For this reason, no special procedural 
rules have been adopted. If the necessity should arise, the relevant 
provisions of the Administrative Procedure Act would be applied. 
Category ITT. Decisions and/or opinions relating to the availability 
of mformation to the public and public access to or denial of 
matter contained in the agency file 
No procedural requirements within scope of question 3. 
TT IV. Decisions and/or opinions relating to public property, 
including use and disposition of land 
No requirements within scope of question 3. 
Category V. Decisions and/or opinions relating to loans 
No such function. 
Category VI. Decisions and/or opinions relating to making of grants 
to public or private parties 
The statutory requirements for this category have been identified 
and briefly described in the answer to question 1; and see answer to 
category II, above. 
Category VII. Re contract disputes, ete. 
No procedural requirements within the scope of question 3. 
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Answer to question 4 


Statutory sot nanos requiring hearings have been cited and briefly 
described in answer to question 1; and see answer to question 3, cate- 
gory II. 

Answer to question 6 


In the event a proposed determination could be, in a sense, adverse 
to a State, for example, that it had been overpaid for a prior quarter 
(see answer to question 1, item 5), the State would be advised and 
given an opportunity to submit its views in writing. These would be 

taken into account in arriving at a determination. Moreover, in this 
type of situation, there would be full opportunity for consultation 
and discussion both at regional and Bureau levels. On the basis of 
the record thus made, the Bureau would submit the issue with recom- 
mendations to the Commissioner of Social Security for determination. 


Answer to question 6 


(a) No. However, no such request has been made, at least in recent 
years. 
(6) No such instance. 


Answer to question 7 


No procedural requirements within the scope of this question. 
However, State officials may make requests, orally or in writing, which 
will be given full consideration. They will be advised of the action 
taken and the reasons therefor. If the action should be initiated by 
the Children’s Bureau there would be consultation and discussion 
with interested State officials and the ascertainment of necessary facts. 
Proper notice of action taken and the reasons therefore would be given. 


Answer to question 8 


No procedural requirements within the scope of this question; and 
see answer to question 7. Moreover, there exist organized mechanisms 
for continued discussion with States of mutual problems through 
both the regional representatives and the Association of State and 
Territorial Health Officers. No statistical count of the various 
requests which might have been made has been kept. 


Answer to question 9 

(a) None. 

(d) Not feasible to estimate proportion of adjudications in the 
broad sense of this questionnaire relating to agency management or 
personnel. 

(c) Although (6), above, not feasible, adjudications involving the 
award of grants, which are characteristic of these programs, are the 
greater proportion. 

The Statutory citations have been given in answer to question 1. 
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Answer to question 10 


For reasons indicated under question 3 this question has almost no 
relevance to these programs. In advising interested persons of de- 
cisions, effort is made to explain the reason for the actions. 


Answer to question 11 


(a) No statutory provisions for subsequent trial de novo of the 
law and the facts in any court. 

(6) No statutory provision with respect to finality of findings of 
fact with appeal on law. 

(c) No provision. 

(d) Nosuch proceedings. 

(e) Nosuch functions. 

(7) See answers to questions 1, 3, 5, and 9. 

(7) Nosuch function. 


Answer to question 12 
The proportion under (f) is much the highest. 
Answer to question 13 


Using the term in the broad sense, a very high proportion. See 
answer to question 1. In actual practice no formal proceeding has 
been held. 

Answer to question 14 


The answer to question 14, part I, in relevant part, would appear 
to be equally applicable here. 


Answer to question 15 
Nosuch experience. 


Answer to question 16 


(a) Not expressly; however, participation by State law officers 
and other attorneys is always recognized and welcomed. 
(6) Nospecial procedure. 


Answer to question 17 
Question does not seem applicable. 
Answer to question 18 


Question not applicable. 


Answer to question 19 


No. 
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Answer to question 20 


Children’s Bureau has no occasion to do so, and has received no 
requests for same. 


Answer to question 21 
None. 


Answer to question 22 


The question is not clear as applied to the Children’s Bureau 
programs. 
Answer to question 23 
No trial examiners. 


Answer to question 24-28 
Questions not applicable. 
Answer to question 29 
Rulemaking would take up a relatively minor portion of the time. 
Answer to question 30 


Petitions as a formal category are unknown, and see answers to 
questions 7 and 8. 


Answer to question 31 


Question is not pertinent in view of absence of proceedings in these 


programs to which applicable. However, the principle of following 
relevant precedent decisions is maintained. 


Answer to question 32 


There is no publication of decisions other than direct notification 
of interested parties. 


III. Separation or FuncrIONS 


Answer to question 1 


Rulemaking and judicial powers have been summarized in the 
answers to part I (question 1) and part II (question 1). With the 
broad interpretation given to adjudication in part II, there is a result- 
ant constriction of the area of authority which might otherwise be 
thought of as including executive or administrative functions. The 
classification of executive (administrative) powers for the purpose of 
this question would, therefore, appear to be limited to such matters as 
furnishing technical aid and consultation to State agencies; conduct- 
ing studies and research; disseminating information; conducting ad- 
ministrative reviews of State agency operations and participating 
as necessary in fiscal audits to assure that Federal grants are used for 
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the purpose of the Federal appropriations; and making required 
reports. .This enumeration is merely illustrative, but it indicates the 
difficulty of a more comprehensive or detailed reply. It is suggested 
that the statutes themselves constitute the best available comprehen- 
sive statement of administrative auhority. 


Answer to question 2 


There has been no delegation to subordinates of power required to 
be exercised by chief executive officials. The extent of delegation is 
indicated by the replies to part I (question 1) and part II (ques- 
tion 1). 

Answer to question 3 


Generally speaking, the Children’s Bureau has no investigative and 


prosecuting duties. As stated in the answer to question 1, it makes 
studies and conducts administrative reviews. 


Answer to question 4 


This question is generally without pertinence to the Children’s 
Bureau, which does not have investigative or prosecuting functions. 


Answer to question 5 


Since the Bureau has no direct investigative and prosecuting func- 
tions, the answer is “Not at all.” 


Answer to question 6 


Since the Bureau does not conduct investigations and prosecutions, 
this question is believed to have no pertinence. 


Answer to question 7 


This question appears pertinent only to adversary proceedings lead- 
ing to agency decision. The Children’s Bureau has not had experi- 
ence with this type of proceeding. 


Answer to question 8 


No express authorization in these terms. 


Answer to question 9 


The Children’s Bureau has not conducted the type of proceeding 
to which this question is pertinent. 


Answer to question 10 


The Children’s Bureau has not had an oceasion requiring interpre- 
tation of these provisions. 
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Answer to question 11 





The Children’s Bureau has not conducted proceedings of a type to 
which this question is pertinent. 









BUREAU OF FEDERAL CREDIT UNIONS 


II. 





ADJUDICATION 












For the purpose of this reply—Director means the Director of the 
Bureau of Federal Credit Unions; Bureau means the Bureau of 
Federal Credit Unions. 


Answer to q uestion 1 





(a) Approval of organization certificate (12 U. S. C. 1754). 

(6) Director. 

(c) None. 

2. (a) Fixing of examination fees (12 U.S. C. 1756). 

(6) Director. 

(c) None. 

3. (@) Determinations regarding establishment and use of regular 
and special reserves by individual Federal credit unions (12 U.S. C. 
1762). 

(6) Director. 

(c) None. 

. (a) Approval of mergers or conversions of Federal credit unions 
(12 U.S. C. 1766 (a) ; 45 C. F. R. 301.2). 

(6) Director. 

¢) None. 

(a) Suspension, revocation of charters, and placing individual 
Revieral credit aaa - involuntary liquidation (12 U. S. C. 1766 
(b) ( (b) (2), ( 3), (b) (4), and (b) (5)). 

By en) 

(c) None. 

6. (a) Approval of surety bonds (12 U. S. C. 1766 (g)). 

(6) Director. 

(c) None. 


















Answer to question 2 


The authority to make adjudications regarding various aspects of 
the Federal Credit Union Act is derived from several specific grants 
of authority rather than one general grant to make any and all 
adjudications necessary for the ‘administration of the act. 









Answer to question 3 





Category I. Proceedings between private parties in which Govern- 
ment is not directly a party 
No such proceedings. 
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Category II. Proceedings in which Government directly is a party to 
the proceedings 

As indicated in the answer to question 1, there is no statutory re- 
quirement of hearing. However, the Bureau has promulgated pro- 

cedures applicable to many of the ‘adjudic atory actions itemized in the 
answer to question 1. These are published in title 45, Code of Federal 
Regulations, parts 301, 302, and 315, and will be briefly described be- 
low for each such item: 

(1) Proposed organization certificate submitted on prescribed 
forms, together with fee, to Director via regional representative e and 
Division of Field Operations. Regional office investigates and rec- 
ommends. The division considers. proposal and recommends (45 
©. F. R. 301.1). 

(2) Federal credit union notified 30 days before effective date of 
examination fee schedule and given opportunity to submit views in 
writing. Director gives 15 days’ notice of any revision or change (45 
C.F. R. 301.7). 

(3) (a) Federal credit union applies in writing to regional repre- 
sentative for approval to charge regular reserve with losses other 
than those resulting from uncollectible loans to members. The 
regional representative investigates and recommends. The Division 
of Field Operations reviews and makes recommendations to Director. 
Federal credit union informed of decision through regional repre- 
sentative (45 C. F. R. 302.2 

(6) Federal credit union may apply in writing for Director to 
waive special reserve requirement. Applications addressed to regional 
representative (45 C. F. R. 302.3 (c)). 

(4) Federal credit union desiring to merge or to convert applies in 
writing to regional representative, who investigates where proper. 
If Director approves Bureau issues instructions (45 C. F. R. 301.2). 

(5) (a) In suspending or revoking a charter of a Federal credit 
union, the Director causes to be served a notice of intention, a state- 
ment of the reasons, and an order to show cause. Service of the order 
is by mail or delivery and is returnable at the regional office. No oral 
hearing is held, but the Federal credit union is given an opportunity 
to submit its case in writing within the time specified in the order. 
A copy of the Director’s decision and a statement of the findings is 
served either by mail or delivery (45 C. F. R. 315.2). 

(6) Provision similar to paragraph (@) where Direc ‘tor places Fed- 
eral credit union in involuntary liquidation (45 C. F. R. 315.3). 

(6) No special procedural provision covering approval of surety 
bonds. (See 45C. F. R. 301.20.) 

In addition to the foregoing, general provision is made for submis- 
sion of applications, requests, and submittals to be in writing and 
addressed to the regional representative, or the Division of Field 
Operations. Applications are investigated and reviewed by the 
regional representative and forwarded to the Division of Field Opera- 
tions with recommendations. The Division, in turn, makes recom- 
mendations to the Director. The applicant is notified promptly of 
action taken and furnished a statement as to the basis of the action 
(45 C. F. R. 301.5). 

Also, interested persons may oo Director in writing to issue, 
amend or repeal any rule (45 C. F. R. 301.18). 
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Category III. Decisions and/or opinions relating to the availability 
of information to the public and public access to or denial of 
matter contained in the agency file 


No special procedural requirements. (See 45 C. F. R. 302.1, et seq.) 
Category IV. Decisions and/or opinions relating to public property, 
encluding use and disposition of land 
No such function. 
Category V. Decisions and/or opinions relating to loans 
No procedural requirements within the scope of this question. 
Category VI. Decisions and/or opinions relating to making of grants 
to public or prwate parties 
No such function. 
Category VII. Re contract disputes, ete. 
No procedural requirements within the scope of this question. 


Answer to question 4 


No such statutory provision. 


Answer to question 5 
Not applicable. 
Answer to question 6 


(a) Only as described in answer to question 3. 
(6) Not applicable. 


Answer to question 7 


See answer to question 3. The procedures are uniform. 


Answer to question 8 


See answer to question 3. The number of such petitions received in 
1955 and 1956 was very small. 


Answer to question 9 
a) None. 
(6) Not feasible to estimate in the broad sense of this question- 
naire. 


(c) None. 
Answer to question 10 


(a) As indicated, it is the practice to give a statement of the basis 
of an adjudication. 
(6) Yes. 
Answer to question 11 


(a) Nostatutory provision for subsequent trial de novo. 

(0) No statutory provision. However, in State Department Federal 
Credit Union et al. v. Folsom (238 Fed. 2d 258, C. A., D. C.) a court 
appeal from a decision of the Director was permitted. 

(c) No provision. 
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(d) Adjudications listed in answer to question 3, category II, items 
1, 3 (a), 4, 5 (a), and 5 (6) are based in part on investigations or 


inspections. 
(e) None. 
(f) Does not seem applicable. 
(7) None. 
Answer to question 12 


The proportion under (d@) as qualified in the answer is the highest. 
Answer to question 13 

One hundred percent. See answer to question 1. 
Answer to question 14 


The answer to question 14, part I, would appear to be equally ap- 
plicable here. 
Answer to question 15 
No such experience. 
Answer to question 16 
(a) Yes. 
(6) Nospecial procedure. 


Answer to question 17 
Question does not seem applicable. 
Answer to question 18 


Question not applicable. 


Answer to question 19 
No. 


Answer to question 20 


The administration of the Federal Credit Union Act does not in- 
volve declaratory orders. 


Answer to question 21 


The procedures described in the answer to question 3. They have 
proved adequate for the administration of the program. We have no 
opinion as to their usefulness for other agencies. 


Answer to question 22 


While the question is not clear, it would appear that some adjudi- 
cations under question 1, item 5, are concerned with violation of rules. 
These are few, both in number and in proportion. The Bureau at- 
tempts to follow relevant case precedent. 
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Answer to question 23 
Not applicable. 
Answer to questions 24-28 


Questions not applicable. 
Answer to question 29 


Rulemaking takes up a relatively minor proportion of time. It is 
estimated that adjudication functions take from 15 to 20 percent of 
time. These are preponderantly of a routine, administrative nature, 
nonadversary and nonaccusatory. 


Answer to question 30 


No statistical count of the various applications and requests to the 
Bureau as of a particular date is available. It is estimated that at 
any one time 6 or 7 such matters may be pending. Most may be han- 
dled in 2 or 3 days. A few might require as muc h as a month or more. 


Answer to question 31 
/ 


In the interest of reasonable consistency, as indicated in the answer 
to question 22, the Bureau attempts to follow relevant case precedent. 
There is no formal policy with respect to the doctrine of stare decisis. 

Answer to question 32 

Notice of a decision is furnished in writing to all Federal credit 
unions affected by such decision. No particular form of publication is 
used and no provision is made for notice to the public since the deci- 
sions relate wholly to matters concerning Federal credit unions. 


Ill. SeraraTion oF FUNCTIONS 
Answer to question 1 


Rulemaking and judicial powers have been summarized in the re- 
plies to part I ( (question 1) and part IT (question 1). With the broad 
interpretation given to adjudic xtion in part II, there is a resultant 
constriction of the area of authority which might otherwise be 
thought of as including administrative or executive functions. The 
classification of executive (administrative) powers for the purpose of 
this question would, therefore, appear to be limited to those involved 
with the continuing supervision and periodic examinations of Federal 
credit unions. It is suggested that the statutes constitute the best 
available comprehensive statement of administrative authority. 


Ansiver to ue stion 2 


There has been no delegation to subordinates of power required to 
be exercised by chief executive officials. The extent of delegation is 
indicated by the replies to part I (question 1) and part IT (ques- 
tion 1). 
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Answer to question 3 


The Bureau conducts examinations of Federal credit unions. It has 
no prosecuting duties. Alleged criminal violations disclosed by the 
examinations are referred to the Department of Justice for any neces- 
sary further investigation and prosecution. 












Answer to question 4 


Since the Bureau does not have prosecuting duties, the question is 
generally without pertinence. However, the answer to question 3, 
category II, part L1, shows the extent of officer and employee partici- 
pation in the adjudication process. 


Answer to question 5 





See answer to question 4. 


Answer to question 6 





See answer to question 4. 










Answer to question 7 

This question appears pertinent only to adversary proceedings 
leading to agency decision. The Bureau has not had experience with 
this type of proceeding. 


Answer to question 8 





No express authorization in these terms. 
















Answer to question 9 


The Bureau has not conducted the type of proceeding to which this 
question 1s pertinent. 


Answer to question 10 


The Bureau has not had occasion requiring interpretation of these 
provisions. 
Answer to question 11 


The Bureau has not conducted proceedings of a type to which this 
question 1s pertinent. 






DerarRTMENT oF Heatru, EpvcatTion, AND WELFARE, 
June 19, 1987. 
Hon. Witiram L. Dawson, 
Chairman, Committee on Government Operations, 
House of Representatives, Washington, D.C. 

Dear Mr. Cuatrman: In further response to your committee’s 
questionnaire on administrative organization, procedure, and prac- 
tice, there are transmitted to you herewith answers which have been 
prepared to the questions contained in parts IITI-IX, inclusive, of 
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such questionnaire, insofar as they relate to the operations of the 
Bureau of Old-Age and Survivors Insurance and Office of the Ap- 
peals Council, in the Social Security Administration. 
Sincerely yours, 
M. B. Fotsom, Secretary. 


BUREAU OF OLD AGE AND SURVIVORS INSURANCE, 
SOCIAL SECURITY ADMINISTRATION 


ITT. Separation or Funcrions 
Answer to question 1 


1. No powers relating to this program are derived from Executive 
order. 

(a) Executive (administrative) powers are assigned to this agency 
by section 205 (a) of the Social Security Act, which provides that the 
Administrator (now Secretary) shall have full power and authority 
to establish procedures, not inconsistent with title II of the act, which 
are necessary or appropriate to carry out the provisions of such title. 
There are also a relatively small number of other and more specific 
provisions; e. g., section 250 (b) of the act expressly provides that the 
Secretary shall establish and maintain records of the amount of wages 
and self-employment income paid to or derived by any person. 

(6) Legislative (rulemaking) powers: Section 205 (a) of the act 
also prov ides that the Secretary shall have full power and authority 
to make rules and regulations not inconsistent with the provisions of 
title II, which are necessary or appropriate to carry out such pro- 
visions, and that he shall adopt reasonable and proper rules and 
regulations to regulate and provide for the nature and extent of the 
proofs and evidence and the method of taking and furnishing the 
same in order to establish the right to benefits under such title. There 
are also several provisions in title II authorizing the adoption of rules 
for specific purposes. For example, regulations to carry out the pro- 
visions of the act relative to the coverage of State and local Govern- 
ment employees under State agreements with the Secretary are also 
expressly referred to in sections 218 (e) and (i) of the act. Section 
1106 of the act authorizes the Secretary to prescribe regulations gov- 
erning the circumstances under which information may be disclosed. 
Section 1102 directs the Secretary of the Treasury, the Secretary of 
Labor, and the Secretary of Health, Education, and Welfare (form- 
erly Federal Security Administrator), respectively, to make and pub- 
lish regulations, not inconsistent with the act, necessary to the efficient 
administration of their respective functions under the Social Security 
Act. 

(c) Judicial (case adjudication) powers are conferred by section 
205 (b) of the act, under which the Secretary is directed to make 
findings of fact and decisions as to the rights of any individual apply- 
ing fora payment under title II of the act. 
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Answer to question 2 


The statutory powers vested in the Secretary with respect to execu- 
tive functions have been delegated to the Commissioner of Social 
Security and through him to the Bureau of Old-Age and Survivors 
Insurance and to the Director and designated subordinate officials 
within such Bureau. 

The rulemaking powers have been delegated by the Secretary to the 
Commissioner of Social Security, subject to approval of regulations 
(and amendments thereto) by the Secretary. 

The adjudicative power to make initial determinations has been 
delegated through the Commissioner of Social Security to the Bureau 
of Old-Age and Survivors Insurance. The power to hold hearings 
and make decisions on appeal from Bureau determinations, and to 
make and review decisions pursuant to such hearings, has been dele- 
gated directly from the Secretary to the Office of Appeals Council in 
the Social Security Administration. 


Answers to questions 3 and 4 


Never. This is a benefit program, not an investigative or prose- 
cuting program as such. Any investigation or development made 
under the program is incidental to the adjudication of benefit claims. 
A relatively small number of clearly fraudulent misrepresentations 
are reported to the respective United States attorneys for considera- 
tion of criminal prosecution under section 208 of the Social Security 
Act. 

Answer to question 5 


5. None of the chief executive officials Pseamrcmagery, ae old-age 


and survivors insurance program (i. e., the Secretary of Health, Edu- 
cation, and Welfare; the Commissioner of Social Security; or the 
Director of the Bureau of Old-Age and Survivors Insurance) par- 
ticipate personally in proceedings with respect to: 

(a) Initiating investigations; 

(6) Conducting investigations; 

(c) Preparing cases for prosecution after investigation ; 

(d) Preliminary consultation and conference; or 

(e) Participating in formal or informal hearing. 


Answer to question 6 


6. Donot participate. (See No. 5 above.) 
Answer to question 7 


7. The decisions of the referees in the Office of Appeals Council are 
final decisions, unless reviewed by Appeals Council upon request by a 
party to the hearing or upon its own motion. They are examined in 
a general way by the central staff of the Appeals Council, which in- 
cludes a consulting referee and his assistants, for coordination pur- 
poses. The Bureau of course reads the decisions for effectuation and 
for coordination purposes. The Appeals Council is not part of the 
Bureau which administers the program. Located administratively 


95899—57—pt. 4 9 
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in the Social Security Administration, its adjudicatory authority 
stems from a delegation by the Secretary. The Appeals Council in 
an occasional case requests opinions, upon legal questions only, from 
the Office of the General Counsel of the Department, and it may 
occasionally request the Bureau to secure administratively certain 
additional evidence, to be subsequently introduced as exhibits in the 


official record of the hearing, with notice and opportunity to the 
claimant to meet such evidence. 


Answer to question 8 


8. Benefit adjudication is normally ex parte. 
Answer to question 9 


The referee and the Appeals Council would not consult in any 
case except to secure general legal advice from the General Counsel 
of the Department, or general medical information or advice from 
their own staff consultants. Advice would not be requested as to 
specific issues of fact presented by a case. 


Answer to question 10 


10. This provision is not interpreted as applying to all of the pro- 
visions in such section. For example, the agency (i. e., the Appeals 
Council) would always observe the provisions in that section that no 
officer who presides at the reception of evidence pursuant to section 7 
shall consult any person on any fact in issue except upon notice and 
opportunity for all parties to participate. 


Answer to question 11 


11. The final adjudicating official (i. e., the referee or Appeals Coun- 
cil) in every case has available (a) a ‘complete record of the case, 
including the oral testimony taken at a hearing and all documents 
received as evidence; and (b) the full statement of any views stated 
or submitted by or on behalf of the claimant or other party, who are 
always afforded an opportunity at every hearing to state or submit 
in writing their views upon the facts and issues. 


IV. Inspection or Recorps 
Answer to questions 1 and 2 


Claimants for benefits must file applications and supporting evi- 
dence, as required by the act and established procedures. Section 205 
(a) of the act directs the Secretary to adopt reasonable and proper 
rules and regulations to regulate and provide for the nature and extent 
of the proofs and evidence and the methods of taking and furnishing 
the same in order to establish the right to benefits under title II of 
the act. Section 203 (g) of the act provides that each individual 
entitled to any monthly — during any taxable year shall report 
his “earnings” or “wages” (as defined ) in that year to the Secretary 
on or before the 15th day of the 3d month following the close of such 
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year. (The Secretary is also authorized before the close of the taxable 
year to request that an individual make a declaration of estimated 
earnings and furnish specified additional information with respect to 
such earnings.) Beneficiaries and payees are administratively re- 
quired to report other events which would require deductions from 
benefits under section 203 of the act. 


Answer to question 3 


Section 1106 (a) of the Social Security Act provides, inter alia, 
that no disclosure of any file, record, report, or other paper, or any 
information, obtained at any time in ’the course of administering the 
Social Security Act, or of any tax return received from the Commis- 
sioner of Internal Revenue, shall be made except as the Secretary may 
by regulations prescribe. See regulation No. 1 of the Social Security 
Administration, title 20, Code of Federal Regulations, chapter ITI, 
part 401. 

Answer to question 4 


Not applicable to this program. 
Answer to question 5 


It is, of course, extremely important that all persons covered by or 
involved in the old-age and survivors insurance program and their 
families be as well informed as possible concerning their rights and 
responsibilities under the program so that they will participate and 
cooperate toward economical and effective administration of the pro- 
gram. The Bureau’s Information Service participates, together with 
other staff and administrative officials, especially in the field organiza- 
tion (including at present 558 district offices), in explaining the pro- 
gram to the many millions of persons affected. In making informa- 
tion accessible to the public, the Bureau makes use of all “the major 
mediums, including newspaper and magazine articles, radio and televi- 
sion programs, talks to schools and various types of organizations, 
films, exhibits, posters, and pamphlets. 


Answer to question 6 


Not applicable to this program. 


Answer to question 7 


Not applicable to this program. 


Answer to question 8 


See answer to question No. 3, above. 
Answer to question 9 


It is believed that the provisions of section 1106 of the Social Se- 
cur ity Act, as implemented by regulation No. 1, cited above at question 
No. 5, reasonably provides for the « ‘categories of information which are 
available for disclosure in connection with the old-age and survivors 
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insurance program. There are a number of compelling reasons why 
information obtained for use in this program should not be freely 
disclosed to unauthorized persons. For many legitimate reasons an 
individual might not care to disclose his age, address, employers, em- 
ployees, or earnings paid or received, etc., to everyone who might in- 
quire. There are numerous cases of common-law marriage (or no 
marriage), and of children who are illegitimate, where facts are not 
known except to the parties involved or to other limited persons. To 
protect an individual’s right of privacy and in order to obtain infor- 
mation necessary to adjudicate benefit claims and properly credit 
earnings and determine legal relationships for that purpose, it has 
been both desirable and necessary to pledge the public that informa- 
tion furnished for this program will be held confidential. This policy 
has been endorsed and confirmed by Congress and the congressional 
committees, which have from time to time reconsidered this provision 
(sec. 1106) of the act. 


V. WorkKLOAD AND STAFFING PaTrerns 


Answer to question 1 


As previously indicated, the rulemaking activities in this program 
are largely confined to amendment of the regulations necessitated by 
congressional amendments. The number of internal proposals for 
such amendments which are pending at any one time are few. 

With respect to adjudication, at the end of April 1957, the Bureau 
had 339,000 applications for benefits (exclusive of disability benefits) 
awaiting the completion of development or adjudication. At the cur- 
rent rate of processing, this figure represents work which will require 
approximately a month to complete. As a result of amendments made 
to title II of the Social Security Act in 1954 and 1956, the Bureau has 
recently been receiving claims in recordbreaking proportions, but the 
pending load is steadily being reduced. 

At the end of April 1957, there were also 157,000 applications pend- 
ing in various offices for the establishment of a period of disability or 
for disability benefits. (July 1957 is the first month for which the 
108,000 cases of the latter type can be paid.) Approximately 63,000 
of these were in the district offices awaiting the development of earn- 
ings or evidence of disability ; 57,000 were in the offices of State agen- 
cies which have entered into agreements to make determinations of 
disability for the Bureau; another 37,000 were in the Bureau’s Di- 
vision of Disability Operations awaiting determinations of disability 
made in certain excepted types of cases by the Bureau or for the re- 
view of the determinations made by the State agencies. 

The workload of the Office of Appeals Council has also been increas- 
ing rapidly, largely because of the relatively new disability provisions 
in the act, and undoubtedly will increase further. The present back- 
log represents about 9 months’ work for the present staff of referees, 
but additional staffing has been authorized and it is estimated that 
within the next 18 months this will be reduced to a normal workload 
(approximately 3 months’ work needed to permit maximum utiliza- 
tion of the referees). The Appeals Council itself has no significant 
backlog. 
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Answer to question 2 


As previously stated, the rulemaking activities in this program are 
small in relation to the total program. Proposed regulations are de- 
veloped internally and no records are kept which would show the time 
required for inter nal consideration. 

The Bureau’s claims adjudication operation is a large one. Nearly 
2 million claims were received in each of the last 2 fiscal years and 
there has been a very substantial (but largely temporary) increase in 
the present fiscal year, due to the effect of the 1956 amendments to the 
act. 

The major steps in adjudication consist of the development and 
adjudication of claims received in the Bureau’s 558 district offices 
and their review and certification for payment in the 6 area offices. 
Although individual attention is given to the development, adjudica- 
tion, review, and certification of every application, time records are 
not maintained for individual claims. As a method of administra- 
tive control the Bureau conducts periodic studies which show the 
average time required for the claims awarded on a particular date. 
A time — conducted by the Bureau in 1956 showed an average 
time of 34.9 days for the development, adjudication, review, and 
certification for payment of benefit claims, of which 24.6 days elapsed 
from the time of filing application until receipt in the area office 
(including development, adjudication, and mailing time), and the 
balance of 10.3 di iys elapsed in the area office in review and certifica- 
tion. The adjudication time would be substantially greater for any 
claim involving unusual difficulties in securing needed proofs, or where 
there is a difficult legal or policy question which would necessitate its 
referral to the central office of the Bureau or to the Office of the General 
Counsel for legal advice. 

In the Office of Appeals Council the first adjudication step is the 
hearing, which is normally brief, averaging between 2 and 3 hours a 

case. Some few cases in which hearing is waived are decided on a 
exiious record. The longest hearing in 1955 and 1956 lasted for ap- 
proximately 3 days. Normally the referee would be able to set a case 
for hearing approximately 3 months after the receipt of the request 
for hearing and would issue his decision within 30 days of the close of 
the hearing record, but these times are now greater because of the 
temporary backlog of cases previously mentioned. There are no 
records as to the shortest or longest times elapsing between the filing 
of a request for hearing and the decision in the case. 

The Appeals Coune il normally disposes of requests for review of a 
referee’s decision within 6 weeks of their receipt. In its discretion 
the Council may deny a request for review, in which case the final 
administrative appellate step may be completed in as short a time as 
10 days. If the Council grants review or otherwise obtains jurisdic- 
tion of the case, the time prior to decision may vary substantially, 
dependent upon whether additional evidence is received or requested, 
and whether there is argument before the Council. 


Answer to question 3 


In 1955 and 1956 approximately 12 regulations were published in 
the Federal Register, amending the Social Security Administration 
regulations relating to this program. 
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During fiscal year 1955 the Bureau received 1,932,000 applications 
for old-age and survivors insurance benefits and 142, 800 applications 
for the establishment of a period of disability (which latter were 
received only during the last 6 months of the fiscal year). During 
fiscal year 1956 the Bureau received 1,937,000 old-age and survivors 
insurance claims and 272,300 applications for the establishment of a 
period of disability. All of these were adjudicated during the year 
in question except for a normal carryover which would be balanced 
by the carryover from the previous year. 

During the calendar year 1955 the referees in the Office of the Ap- 
peals C ouncil rendered 3,414 decisions after hearing requested, and 
in 1956, 3,948 such decisions. In 1955 the Appeals Council issued 
218 decisions after review of referees’ opinions, and in 1956, 153 such 
decisions. 


Answer to question 4 


During the last 5 fiscal years the Bureau has kept its procedural 
instructions up to date through the issuance of 119 policy-precedent 
memorandums, 170 temporary instructions, and 443 claims manual 
transmittals. These detailed internal operating instructions issued to 
the Bureau’s district offices and area offices throughout the country, fa- 
cilitate the development and adjudication of claims cases, in the fur- 
therance of the Bureau’s stated objective to process initial claims with 
all practicable speed, to pay all continuing benefits on time, and to ef- 
fectuate all proper deductions and terminations without delay. Many 
of the procedural changes were necessitated by the amendments which 
were made by Congress in those years in title TI of the Social Security 
Act in 1950, 1952, 1953, 1954, 1955, and 1956. Experience gained 
during the administration of title II also discloses needs for periodic 
improvements in the procedural instructions. 


Answer to question § 


As previously stated, rulemaking is only a minor and collateral 
activity in this program, and there are no personnel engaged pri- 
marily in rulemaking. 

The numbers and kinds of personnel engaged in the adjudication 
process is as follows (insofar as this function can be separated from 
the executive (development) function) : 

In the Bureau’s district offices there are 3,417 claims representatives, 
who devote approximately 20 percent of their time to adjudication. 

In the Bureau’s six area offices there are 847 claims authorizers who 
adjudicate and review all claims received from the district offices (and 
certify them for the payment of benefits), assisted by 66 clerical and 
stenographic employees. 

In the Bureau’s central office there are 447 claim examiners in the 
Division of Accounting Operations, engaged in the examining of earn- 
ings records and certifying the amount of earnings which serve as 
the base upon which the amount of benefits is computed. 

In the Division of Disability Operations there are 180 disability 
examiners, assisted by 192 employees who perform various clerical and 
stenographic duties. In the State agencies which have contracted to 
make disability determinations for the Bureau, there were 519 em- 
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ployees, 230 of whom are clerical; and it is estimated that approxi- 
mately 50 percent of the time of these employees is spent in the 
adjudication of disability applications. 

In the Office of Appeals Council there are 6 members of the Council 
and 44 referees. Each member of the Council has a secretary and each 
referee has a secretary and a reporter. The staff of the office also 
includes a consulting referee and 2 assistants, and administrative 
officer, a medical consultant, and 8 secretaries and clerical aids. 

The Office of the General Counsel provides legal services for the 
program, including opinions rendered upon legal questions presented 
in individual claims. There are 11 lawyers in the Old-Age and Sur- 
pve on Insurance Division of that office, assisted by 10 secretaries and 
clerks. 


VI. Unirormiry or ADMINISTRATIVE PROCEDURE 
Answers to questions 1,2, and 3 


Although the Social Security Act (title II) contains specific stat- 
utory procedures only to a limited extent, an effort is made to reach 
results that are uniform with other agencies in both rulemaking and 
adjudication in areas where there is a program relationship. There 
are three such areas where coordination of rulings and decisions are 
especially important: 

(a) The Internal Revenue Service has responsibility for the col- 
lection of social-security taxes (other than contributions made by 
States for State and local employees covered by virtue of formal 
agreement with the State) ; and the Bureau pays benefits on the basis 
of the earnings subject to such taxes. Both agencies operate under 
similar substantive statutory provisions in determining whether the 
earnings are subject to tax, and creditable for benefit purposes, re- 
spectively, so that there is a necessity for uniformity of interpretation 
and application of such provisions. 

(6) The Bureau, the Internal Revenue Service, and the Railroad 
Retirement Board may all three be required to make determination as 
to the coverage of services rendered by an employee in borderline cases 
where there is a question as to whether the employment is subject to 
the Social Security Act or the Railroad Retirement Act. Each act 
contain provisions for the transfer of claims data between the two 
agencies and for shifting of jurisdiction over individual cases under 
certain circumstances. Some of the benefit provisions of the Railroad 
Retirement Act and the Social Security Act are identical or very 
similar. 

(c) The Servicemen’s and Veterans’ Survivor Benefits Act of 1956 
provides for close interrelationship and correlation in the administra- 
tion of certain benefits paid by the Veterans’ Administration. This 
will involve, in certain cases, the making of determinations by the 
Bureau which will be the basis for payments by the Veterans’ Admin- 
istration. 

Efforts toward achieving interagency uniformity have been suc- 
cessful. For example, all Bureau and Internal Revenue regulations 
relating to coverage of earnings under the Social Security Act are 
identical ; the two agencies issue informational pamphlets under their 
combined names (Social Security Administration and Internal Reve- 
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nue Service) ; and provisions have for several years been in effect for 
the coordination of Bureau and Internal Revenue Service decisions 
in individual cases, in offices in the field as well as at a central office 
level. Coordination is also successful in matters relating to Railroad 
Retirement Board, Veterans’ Administration, and other agencies. 


VII. Ruxes ror ApMIssion TO PRACTICE AND FOR AVOIDANCE OF 
ConFruict or INTERESTS 


Answer to question 1 


Section 403.713 of regulations No. 3 provides for the appointment 
of a representative authorized to act on behalf of a party to an initial 
determination, reconsideration, hearing, or review. The same section 
also provides for the disbarment or suspension from acting as such 
representative in proceedings before the Social Security Administra- 
tion. Appointment of a representatives is accomplished by filing 
written notice of appointment signed by the party and acknowledged 
by the representative. 


Answers to questions 2,3, and 4 


No problems have been encountered with respect to conflicts of 
interest of either present or former agency member or employees. 
Section 403.709 (d) of regulations No. 3 of the Social Security Ad- 
ministration provides as follows: 

No referee shall conduct a hearing in which he is personally prejudiced or 
partial with respect to any party. Notice of any objections which a party may 
have to the referee shall be made by such party at his earliest opportunity. 
The referee shall consider such objections and shall, according to his determina- 
tion, either proceed with the hearing or withdraw. If the referee withdraws, 
another referee shall be designated by the Chairman of the Appeals Council to 
conduct the hearing. If the referee does not withdraw, the objecting party 
may, after the hearing, present his objections to the Appeals Council, as pro- 
vided in section 403.710, as a reason why the referee’s decisions should be re- 
vised or a new hearing held before another referee. 

The employees of the Bureau have been instructed to avoid any 
situation in which there may become conflict between the interest of 
the Government and that of the employee, and to disqualify them- 
selves for acting on any official matter which involves a relative or 
close friend. 

Any rules adopted by the Department generally for the avoidance 
of conflicts of interest of present or former employees would, of 
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course, be applicable to the employees of the Social Security Ad- 
ministration and the Bureau of Old-Age and Survivors Insurance. 


VIII. Exemprions From THE ADMINISTRATIVE Procepure Act 
Answer to questions 1 and 2 


Under section 4 of the Administrative Procedure Act, matters re- 
lating to benefits (i. e., the benefits under title II of the Social Se- 
cur ity Act, which constitute the subject matter of the old-age and 
survivors insurance program), are not subject to the provisions of 
that section relating to the publication of general notice of proposed 
rulemaking and to the right to petition for the issuance, amendment, 
or repeal of a rule. 


IX. Court Decisions Arrecting AGENCY FUNCTIONS 


In the case of Hobby v. Hodges (215 F. 2d 754 (10 Cir. 1954) ), the 
Court held (by way of dictum) that a regulation limiting the time 
within which a hearing may be requested - was inconsistent with the 
statutory language of the act, which, as then written, used the words 

“whenever requested * * *.” Because the decision could have created 
a serious administrative problem, Congress included authority in the 
social security amendments of 1956 to limit by regulation the time 
for requesting a hearing. Pursuant to this provision the regulations 
No. 4 were amended to provide a 6 months’ limitation upon the right to 
request a hearing. 

In the case of Ewing v. Gardner (185 F. 2d 781 (6 Cir. 1950) ), the 
Court held (1) that a regulation relating to the abandonment of claims 
was invalid if it were construed to terminate the claimant’s rights to 
benefits because of failure to submit adequate evidence in support of 
his application within 1 year; and (2) that the executor of a wage 
earner’s estate could enforce the right of the wage earner and was 
entitled to the entire amount of monthly benefits accruing after the 
wage earner filed his application before his death. As a result of this 
decision, the Administration rescinded the abandonment regulation 
and promulgated a new regulation providing for an ordinary radjudi- 
cation action (with right of hearing and review) in this type of case 
disallowing the applic: ation for lack of proof of entitlement. The 

regulations were also revised to permit payment of accrued and 
uncertified benefits to the estate of a deceased individual where the 
underpayment could not be fully adjusted under section 204 (a) of 
the act. 

In the case of William F. Beers, Administrator, v. The Federal 
Security Administrator et al. (172 F. 2d 34 (2 Cir. 1949)), the court 
held that the Department’s position, based on advice of the Comptrol- 
ler General, that the proceeds of uncashed social security checks issued 
to a beneficiary before his death were not payable to the administrator 
of his estate, was incorrect and that the amount of such checks must 
be paid to the decedent’s administrator. The General Accounting 
Office thereupon changed its prior position and agreed to accept for 
settlement claims for the proceeds of such checks. Accordingly, the 
Bureau began forwarding claims for the proceeds of such checks to the 
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General Accounting Office for settlement. Previously, such sums were 
paid only if they could be added to other benefits pursuant to section 
204 (a) of the act. 


Tue Secretary oF Heatru, Epucatrion, anp WELFARE, 
Ww ashington, May 31, 1957. 
Hon. Witu1am L. Dawson, 
Chairman, Committee on Government Operations, 
House of Representatives, Washington, D.C. 

Dear Mr. Cuarrman: It is my pleasure to transmit to you the re- 
plies prepared to part III (Separation of Functions) of the question- 
naire from your Committee on Administrative Organization, Proce- 
dure, and Practice insofar as these relate to the ican tias of the Food 
and Drug Administration. 

Sincerely yours, 
M. B. Fousom, Secretary. 


FOOD AND DRUG ADMINISTRATION 
III. Separation oF Functions 
Answer to question 1 


1. Summary of powers assigned to Secretary of Health, Education, 
and Welfare under laws administer ed by the F ‘ood and Drug Adminis- 
tration. 

(1) Bystatute: 

(a) Executive (administrative) : 

ss Fat ce 
Source of authority 


Title of law Description of function = 2 oT Maer mya 
Statute | Section U. 8. Code 
reference 


1. Federal Food, | 1. Make probable cause determinations | 52 Stat. 1044 | 304 (a)_.----] 21 U. S. ©. 
Drug, and preliminary to multiple seizures. | 334 (a). 
Cosmetic | 
Act. 

2. Designation of employees to supervise ..do ’ 304 (d)_- 21 U. 8. C. 
relabeling and reconditioning of 334 (d). 
adulterated and misbranded articles. | 

3. Call attention of appropriate boards of | 52 Stat. 1049_| 501 (b)_- 21 U.S&..C. 
revision to inadequate tests and | (b). 


methods of assay prescribed in official 
compendium. | | 
| 4. Give consent to modification of packag- | 52 Stat. 1050.) 502 (g) 
| ing of drugs prescribed by official 
compendium. 


505 (c)_.....| 21 U.S. C. 





5. Extend the study period for new drug | 52 Stat. 1052_| 
applications. | 355 (c). 
6. Certify drugs containing insulin......-- 55 Stat. 851..| 506 (a)_.....| 21 U.S. C. 
| 356 (a). 
| 7. Certify drugs containing penicillin, | 59 Stat. 463; | 507 (a)---...| 21 U.S. C. 











streptomycin, chlortetracycline, | 61 Stat. 57 (a). 
chloramphenicol, or bacitracin. | 12; 63 
} | Stat. 469. | | 
| 8. Conduct hearings or designate em- | 52 Stat. 1052.) 305__.......- 210.8. C. 
ployees to conduct hearings on re- | 86." 
porting violations to Attorney Gen- | 52 Stat. 1055_| 701 ().----.) 21 U. 8. C. 
i qr 
eral. | 371 (ce). 
| 9. Certify transcripts to courts and furnish |-...- G0... ....) (5G) (g).-| 21 U.8. C. 
certified copies of transcript to any | | 371 (O, 


interested parties. | 1 (g). 








1. Federa! Food, 


9 


é. 


3. 
4. 


Fr 
a. 
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Drug, and 
Cosmetic 
Act—Con. 


Tea Importa- 
tion Act. 


Filled Milk 
Act. 

Import Milk 
Act. 


Federal 
Caustic 
Poison Act. 


Description of function 


10. Conduct examinations and investiga. | 


tions for the purposes of the act 


through officers of the Department | 


or commission state cooperating 
officials for that purpose. 

11. Authorize officials to inspect records of 
other agencies. 


| 12. Designate inspectors for seafood in- 


spection service. 


13. Designate officers or employees to have 
access to records of interstate ship- 


ments and to make factory inspec- | 


tion. 


14. Publ’sh notices of terminat'on of cases 


and other information. 


15. Specify fees for cost of certification of 


coal-tar colors. 


16. Request Secretary of the Treasury for | 


samples of imported articles. 
17. Accept service of process-_.- 


18. Report apparent violations to the 
Department of Justice for the insti- 
tution of criminal proceedings. 

1. Appoint board of experts in teas 


2. Establish standards for imported teas 


upon recommendation of board of 
experts, and procure 
samples of standards. 
comparison with standards, 
4. Designate Board of Tea Appeals 


5. Enforce regulations under the act 





duplicate | 


3. Permit examiners to obtain samples for | 


Enforce regulations to carry out purposes 


of the act. 
1. Cause inspections to be made; and in 
lieu of inspections, to accept certifica- 


+ 


tions from foreign and state officials; 


to waive certain requirements under | 


21 U. 8. C. 142. 

2. Enforce regulations necessary to carry 
out purposes of the act and for inspec- 
tion. 

‘ause investigations, analyses, tests to 
be made and samples to be collected; 
give notice and opportunity to be 
heard and conduct hearings in cases 
of suspected violations. 

2. Report apparent violations to the De- 

partment of Justice. 

3. Cooperate with 


Source of authority 


Statute 


52 Stat. 1056_| 


a 


52 Stat. 
1059; 57 
Stat. 500. 
52 Stat. 1057. 


52 Stat. 
1052; 52 
Stat. 1055. 


52 Stat. 1045.| 


29 Stat. 605; 
41 Stat. 


712. 


29 Stat. 605; | 


41 Stat. 
712. 

29 Stat. 605 
29 Stat. 606; 
41 Stat. 

712. 
29 Stat. 607 
49 Stat. 885 


44 Stat. 
1101, 1102. 


| 44 Stat. 1002 


agencies of Govern- |_- 


ment or States, fix salaries, make ex- | 
penditures, and give notices of judg- | 


ment of cases. 


| 
| 


44 Stat. 1409 


_..do 


.--do 


| 


| Section 


702 (a)..... 


| 


Fee Cnn 








703, 704.....- 
705 
A iis 
801 (a). .__- 
| 505 (h); 701 
(f) @). 
es 
| : 
reo Sis 
gc.) bie. 
4 
6 
| 
| 
10 
4 
1,3 
3 
| 
1 
| 9 (b) 
| 
9 (b) 


| 9 (e) (2)-(b) 


| 


702 (c)---.--| 


U. 8. Code 
reference 


21U.8.C,. 
372 (a). 

21 U.S.C. 
373 and 


374. 

21 U.8.C 
375. 

21 U.S.C 
376. 

21 U.S. C. 
381 (a). 
21 U.S.C 

355 (h); 21 
Uv. 8. C 
371 (f) (1) 
21 U.S. 
335. 
21U.8.C 
42. 


- 
_- 


21 U. 8. O. 
64 





21U.8.C. 
141, 143 


} 21U.8.C. 
143. 


15 U. S.-C. 
409 (b). 


Do. 


15 U.S.C. 
409 (c) 
(2)-(5). 


(6) Legislative (rulemaking) : See answer to question 1, part I, of 
questionnaire. 
(c) Judicial (case adjudication) : See answer to question 1, part 
II, of questionnaire. 

(2) By Executive order: 
(a) Executive (administrative) : Civil defense duties delegated by 
Federal Civil Defense Administration under Executive Order 10346, 
dated April 17, 1952. 

(6) Legislative (rulemaking) : None. 
(ec) Judicial (case adjudication) : None. 
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Answer to question 2 


. No power required to be exercised by the chief executive officials 
are oF ik wt: to subordinates. Delegation of authority where appro- 
priate has been made as indicated at title 22, Federal Register, page 
1045. 


Answer to question 3 


3. See answer to question 1, part III, supra, under “Executive 
powers.” 
Answer to question 4 


4. The Food and Drug Administration consists of different bu- 
reaus which provide a division between officers, employees, and agents 
engaged in the performance of investigation and prosecuting duties 
and those who participate and advise in the making of recommended 
or initial or final decisions at the following stages: 

ts a) Informal or formal hearing. 

b) Appeal of initial or recommended decision. 

(c) Final decision by executive authority. 

Investigation and prosecuting duties are performed by employees 
in the Bureau of Field Administration and the Bureau of Enforce- 
ment. The technical and scientific bureaus, namely, the Bureau of 
Medicine and the Bureau of Physical and Biological Sciences, pro- 
vide technical advice and assistance to the other bureaus and are also 
the bureaus which advise in the making of recommended or initial or 
final decisions. 

In hearings of an adjudicatory nature, as required by the Adminis- 
trative Procedure Act, the initial decision, if not made by the Secre- 
tary of Health, Education, and Welfare, or the Commissioner of 
Food and Drugs, would be made by the presiding hearing officer who 
would have no investigative or prosecuting duties concerning the 
matter at issue or related matters. 


Answer to question 5 


5. Chief executive officials of the agency participate personally in 
the following proceedings to the extent indicated : 

(a) In extremely important matters, or where questions of policy 
are involved, the chief executive officials are consulted before initi- 
ating investigations. 

(5) Chief executive officials never personally conduct investigations. 

(c) Chief executive officials seldom, if ever, participate in preparing 
cases for prosecution after investigation, except that they are some- 
times consulted to determine whether a prosecution should i. initiated, 
or, having been filed, it should be continued, or whether a proposed 
settlement should be accepted. 

(¢) Preliminary consultations and conferences are held with chief 
executive officials to the extent indicated in answer (a@) and (c), supra, 
and in setting up and planning enforcement programs. 

(e) Chief executive officials participate in formal hearings to the 
extent that they make the decisions to hold such hearings and normally 
issue = final order resulting from the hearing after reviewing the 
record. 
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They participate in informal hearings only to the extent that they 
may review the recommendations resulting therefrom in important 
cases. 


Answer to question 6 


. Where chief executive officials may have been consulted on policy 
Ha at some point in the investigative or prosecuting stage of 
adjudicatory cases, the assurance of fair and unbiased adjudication is 
the integrity and honesty of the officials themselves, and the fact that 
the chief executive officials do not consider the merits of the case until 
all the facts are fully developed. 


Answer to question7 


Recommended or initial decisions have been made by hearing 
offic ers in this agency only in respect to hearings on the denial or sus- 
pension of new drug applications. In reviewing such decisions, the 
reviewing officer, who is the Secretary of the Department, has the 
benefit of briefs from both sides. The brief for the Food and Drug 
Administration is prepared by the General Counsel’s Office in consul- 
tation with the appropriate Bureaus of the Food and Drug Adminis- 
tration. The brief for the new drug applicant is prepared by his 
counsel. 

Answer to question 8 


All purely administrative matters handled by the agency may be 

handled on an ex parte basis. 

Likewise, rulemaking not required by statute to be preceded by a 
a ing, may be handled on an ex parte basis, where allowed by section 

(a) of the Administrative Procedure Act. However, rulemaking in 
this agency is ordinarily preceded by notice and opportunity for either 
a hearing, or written submission of views and oral consultation. Even 
where not required by law, for example, when promulgating exempt- 
ing or interpretative regulations, public participation is “normally 
invited. 

No statute or law specifically grants the agency the right to act on 
an “ex parte” basis in any circumstances. Unless a statute grants 


someone a right to participate, however, most executive functions are 
not carried out through public meetings. 


Answer to question 9 


9. This agency has no rule or policy affording notice and oppor- 
tunity to all parties to participate in the event that a presiding or 
deciding officer consults any person on any question of fact or of law 
in issue except that, where applicable, the provisions of section 5 of 
the Administrative Procedure Act (5 U.S. C. 1004 (c)) will govern, 
and all memorandums and briefs submitted in public proceedings are 
kept in a public file available to all interested persons. 

This question apparently refers to proceedings in which a hearing 
is held and a record made. All parties participate in making the 
record, and all parties have opportunity to submit briefs, comments 
and views in such proceedings held by this agency. Where our rules 
provide for a presiding officer to make a recommended or initial 
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decision, he would not consult any person in violation of the pro- 
visions of the Administrative Procedure Act. 


Answer to question 10 


_10. This agency has had no occasion to interpret the provisions of 
title 5, United States Code, section 1004 (c) that this subsection shall 


not “be applicable in any manner to the agency or any member or 
members of the body comprising the agency.” 


Answer to question 11 


11. The final adjudicating official is always furnished with (1) a 
complete stenographic transcript of the record, and (2) a precis of 
the views of opposing parties and of agency investigating and trial 
staff. 


Tue Secretary or Hearru. Epucation, AND WELFARE, 

Washington, September 19, 1957. 

Hon. Wiii1am L. Dawson, 
Chairman, Committee on Government Operations, 
House of Representatives, Washington, D.C. 

Dear Mr. Cuarrman: It is my pleasure to transmit to you the 

replies prepared to parts [V-IX of the questionnaire from your Com- 

mittee on Administrative Organization, Procedure, and Practice in- 


sofar as these relate to the operations of the Food and Drug Admin- 
istration. 


Sincerely yours, 
M. B. Fotsom, Secretary. 


FOOD AND DRUG ADMINISTRATION 


LTV. Inspection or ReEcorps 


1. The main body of written submissions voluntarily filed with the 
Food and Drug Administration are petitions by interested persons re- 
questing the promulgation or amendment of regulations under the 
provisions of sections 408 (d) (1), 503 (b) (3), and 701 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S. C. 346a (d) (1), 353 (b) (3) 
and 371). 

2. Section 505 of the Federal Food, Drug, and Cosmetic Act (21 
U.S. C. 335) requires the filing of a new drug application with the 
Food and Drug Administration before such a drug is introduced or 
delivered for introduction in interstate commerce. 

3. Petitions for the promulgation or amendment of regulations are 
available for public inspection. 

4. The method of publicly announcing petitions for the promulga- 
tion of regulations is to publish the petition in the Federal Register 
and also to notify trade publications and other persons whom the ad- 
ministration knows to be interested. 

5. Public information is made accessible to interested members of 
the public in the public reading room of the hearing clerk’s office. 
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The agency publicly announces the filing of applications or peti- 
clone which may affect the interest of other persons in the same manner 
ae gee in answer to question 4. 

. The Food and Drug Administration is headed by one Commis- 
sony so no vote is taken on actions before the agency. 

8. New drug applications filed with the Food and Drug Adminis- 
tration are not available to the public; nor is information filed with 
respect to pesticide chemical tolerances until publication of a regula- 
tion. The statutory provisions relief upon for withholding such in- 
formation are sections 301 (j) and 408 (f) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S. C. 331 (j) and 346a (f)). Section 301 (}) 
makes it a criminal offense to divulge information acquired under cer- 
tain sections of the act except to other employees of the Department or 
to the court when relevant to any judicial proceedings under the act. 
Section 408 (f) prevides that information respecting petitions for 
pesticide chemical tolerances shall be held confidential until the con- 
clusion of certain administrative proceedings. 

9. In addition, to the documents in answer to question 8, the Food 
and Drug Administration does not routinely make available to the 
public information obtained through inspections of establishments 
subject to its control, nor infor mation concer ning any method or proc- 
ess which is a trade secret. Such withholding is also required by sec- 
tion 301 (j) of the Federal Food, Drug, and Cosmetic Act (21 U.S. C. 
331 (j)). See also, answer to question 3 3, VI, part I. 


V. WorKLOAD AND STAFFING PATTERNS 


1. For the workload of the Food and Drug Administration in re- 
spect to rulemaking powers, see answer to questions 8 and 13, part I. 
For the workload in respect to adjudication see answer to questions 8, 
13, and 30, part II. We have no backlog in respect to adjudication. 
There are approximately 55 rulemaking petitions pending. 

2. Normal time required in adjudication and rulemaking: 


Type Informal Hearing 














Recommended Final 
| conference decision decision 
a diciahcciaiegiiieiialiiies 2 #s econ ‘ r = 
Adjudication _____ é ‘ ~~} 2 69.... 15 days..........| 1 month. 
Rulemaking-__-- 1 day, 2 weeks_..| 1 day, 214 days_.| 5 months__..___- 4 months. 
| | { 








The longest proceeding during 1955 and 1956 was a rulemaking 
proceeding involving the question of whether to remove a drug known 
as hydrocortisone ointment and lotion from the requirement that it 
be sold only on preser iption under section 503 (b) (3) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S. C. 353 (b) (3) ). 

The shortest proceeding was also a rulemaking proceeding involving 
the designation of a drug known as Carbromal as a habit- forming 
drug under section 502 (d) of the Federal Food, Drug, and C osmetic 
Act (21 U.S. C. 352 (d)). 

Neither of these proceedings was a long proceeding, even though 
the issues involved required detailed scientific and medical testimony. 
In both proceedings, there was only one issue and that was clearly 
defined. In some other proceedings in prior years where there have 
been many issues and numerous parties, hearings have consumed as 
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many as 214 days. There are a number of complex rulemaking pro- 
ceedings now under way which will require protracted public pro- 
ceedings in which a great many parties will participate. Examples 
are the proposal to delete four coal-tar colors from the approved list 
and the proposal to establish standards of identity for orange juice. 
Moreover, the proposed standards of identity for ice cream and frozen 
desserts have been long delayed because of personnel reductions which 
separated the hearing examiner and the attorney most immediately 
concerned. 
3. See answer to question 8 and 13, part I, and question 8, part IT. 
4. See answer to question 14 (c), part I, and question 21, part III. 
5. At various times, according to the nature of the proceeding, prac- 
tically every employee of the Food and Drug Administration and the 
Food and Drug Division of the Department’s General Counsel’s office 
might work to some extent on rulemaking and/or adjudication. 
Administrative officers participate in deciding what proceedings to 
initiate and in making recommendations and decisions; inspectors 
gather evidence; analysts and other scientific personnel provide 
scientific background and conduct necessary experiments; the clerks 
and stenographers attached to each district and division of the Food 
and Drug Administration type reports; and all of the lawyers and 
their clerical personnel engage at one time or another in the hearings. 
Only 2 administrative and. 4 clerical personnel of the Food and Drug 
Administration and the hearing clerk attached to the General Coun- 
sel’s office devote full time to rulemaking and adjudication proceedings. 


VI. Untrormity or ADMINISTRATIVE PROCEDURE 


1. To the extent possible, consistent with statutory directives and 
the nature of the proceedings, the Food and Drug Administration 
has attempted to make its rulemaking and adjudication proceedings 
consistent with those of other agencies by adopting the recommenda- 
tions of the President’s Conference on Administrative Procedure. 
See answer to question 21, part IT of the questionnaire. 

2. Much of the procedure for both rulemaking and adjudication in 
this agency is specified in the Federal Food, Drug, and Cosmetic Act, 
sections 408, 505, 701 (e) (21 U.S. C. 346a, 355, and 371 (e)). Such 
procedures cannot, of course, be changed to secure uniformity. We 
have successfully advocated legislative provisions to simplify and 
facilitate public rulemaking proceedings. 

3. See answer above. 


VII. Routes ror Apmission To PRAcTICE AND For AVOIDANCE or Con- 
FLICTS OF INTEREST 


1. There are no special rules for admission to practice before the 
Food and Drug Administration. Any qualified attorney is allowed to 
represent a client, and any person interested in proceedings before the 
agency may appear pro se. 

2. The Department of Health, Education, and Welfare has estab- 
lished rules to avoid conflicts of interest. [They are filed with the 
committee as exhibit A.]| In general, the rules make specific the 
statutes relating to conflicts of interest. 
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3 and 4. To the extent that the Department’s rules are based upon 
Federal statutes, they are uniform with those of other agencies of 
government. No formal attempt has been made at uniformity. 


VIII. Exemptions From THe ADMINISTRATIVE Procepure Act 


1. None of the functions administered by the Food and Drug Ad- 
ministration are exempted from any of the provisions of the Admin- 
istrative Procedure Act. 

2. See above. 


LX. Courr Decisions Arrecrinc AgceNcy FUNCTIONS 


1. Major court decisions affecting agency procedural functions: 

All of the court decisions listed have reference to the rulemaking 
functions of the agency (see pt. I, question 1), particularly food 
standards proc edure. All of the opinions except the last one upheld 
agency action. The Quaker Oats decision upheld the constitutionality 
of food standards, and the Willapoint decision upheld the procedure 
for promulgating such standards. The Reade decision holds that any 
interested person may appeal; and, therefore, the agency must take 
into account all possible objections to the regulations promulgated 
even if not urged at the hearing. The Atlas Powder Co. case upheld 
the agency’s position that possible toxicity is a ground for excluding 
a proposed optional ingredient of food. The Certified Color decision 
and the Florida Citrus case are in conflict as to the validity of a regu- 
lation removing from a listing as harmless certain coal tar colors. A 
petition for certiorari in the Florida Citrus case is being considered. 
None of the cases has caused any procedural changes. The cases are: 

(a) Federal Security Administration v. Quaker Oats Co, (318 
U.S. 218 (1948) ). 

(6) Willapoint Oysters, Inc. v. Ewing (174 F. 2d 676 (C. A. 9, 
1949) ). 

(c) Atlas Powder Co. v. Ewing (201 F. 2d 347 (C. A. 3, 1952) ). 

(d) Reade v. Ewing ( 205 F, 2d 630 (C. A. 2, 1953) ). 

(e) Certified Color Industry Committee v. Folsom (236 F. 2d 866, 
C. A. 2, 1956). 

(f) Florida Citrus Exchange v. Folsom (— F. 2d 
July 1957). 





, CO. A. 5, 


Tue Secretary or Heatru, Enucatron, AND WELFARE, 
Washington, October 9, 1957 
Hon. Wittram L. Dawson, 
Chairman, Committee on Government Operations, 
House of Representatives, Washington, D. C. 

Dear Mr. Cuarrman: It is my pleasure to transmit to you the re- 
plies to parts IV through IX of the questionnaire from your Commit- 
tee on Administrative Organization, Procedure and Practice insofar 
as these relate to the operations of the Public Health Ser vice. 

Sincerely yours, 
M. B. Fotsom, Secretary. 


95899 57 —pt. 4. 1G 
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PUBLIC HEALTH SERVICE 


IV. Iyspecrion or Recorps 


(For convenient reference, see Public Health Service Manual of 
Laws and Regulations.) 

1. We are uncertain as to the sense in which the terms “submission” 
and “filed,” which are appropriate in formal proceedings, are used 
in this question. Such matters as the collection of vital statistics 
and morbidity statistics under sections 312 (a) and 313 of the Public 
Health Service Act, which are collected on a contractual basis, are 
presumably not cov ered by the question. However, assuming that the 
question covers written applications of various kinds, including ap- 
plications for grants, the principal categories in the Public Health 
Service are: 

(1) Applications by States for grants-in-aid for public health 
services (general and categorical), and for water- pollution control; 

(2) Applications for construction projects (for hospital and medi- 
cal facilities, for research facilities, and for sewage treatment works) ; 

(3) Applications for research projects (National Institutes of 
Health, air pollution, water pollution) ; 

(4) Applications for fellowships, and training grants and awards 
(National Institutes of Health, professional public health personnel, 
advanced training of professional nurses, etc.) ; 

(5) Applications for project and other miscellaneous types of grant 
(mental health, Alaska, etc.) ; 

(6) Applications for licenses for establishments manufacturing 
biologic products, and product licenses; 

(7 ) Applications for remission of penalties—vessels violating 
foreign quarantine regulations; 

(8) Applications for approval of construction plans—sanitary fa- 
cilities for interstate conveyances; 

(9) Applications for medical treatment (written evidence bearing 
on eligibility is required, where specified by regulations) ; 

(10) Applications for importation of certain birds, animals, etc. 

2. Documents required to be filed with the Service are generally 
limited to those required in support of applications, such as those 
listed under question 1, which are themselves voluntarily made, or to 
reports on expenditures or activities supported by grants or awards. 
Thus in all programs of grants to States, or financial assistance in 
the construction of hospitals, sewage treatment works and the like, 
expenditure and related reports are required either by statute or regu- 
lation (Regulations, secs. 51.13, 57.8 (d), under sec. 215, Public Health 
Service Act, sec. 623 (a) (9), Public Health Service Act; sec. 5 (f) 
(5), Federal Water Pollution Control Act). 

Compulsory filings by arriving vessels and aircraft of quarantine 
declarations and notice of quarantinable disease are required under 
the foreign quarantine regulations (secs. 215, 361, 367, Public Health 
Service Act). 

The interstate quarantine regulations require the submittal of plans 
for construction or major reconstruction of sanitation facilities at 
areas servicing land and air conveyances (sec. 72.133) and for con- 
struction or major reconstruction of sanitary equipment or facilities 
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for such conveyances (Regulations, secs. 72.133, 72.147, under sec. 361, 
Public Health Service Act). 

Reports of tests of a licensed biological product (protocols) are 
required of the licensee for particular products (such as poliomyelitis 
vaccine) or may be required as to any product on request of the Service 
(Regulations, secs. 73.104 (f), 73.71, under sec. 215, Public Health 
Service Act; sec. 351, Public Health Service Act). 

3. Official records of the Service are made available for public in- 
spection in accordance with regulations of the Surgeon General (42 
C. F. R. 1.101 to 1.108). These regulations also specify the extent to 
which information in the possession of the Service shall be confidential 
and not disclosed except under specified circumstances. Restrictions 
on disclosure generally applicable, such as title 18, United States Code, 
section 1905, also apply. 

4. It is believed that this question has no application to the opera- 
tions of the Service. 

5. See, as to announcement of decisions of public interest (such as 
awards of grants), the answer to part II, question 32. The dissemi- 
nation of health information, including epidemiological information, 
vital statistics, and the results of research, is a principal function of 
the Service, and in its discharge a wide variety of media are employed 
as appropriate to the subject matter and the audience to be reached. 
Included are press releases, the publication of Public Health Reports, 
monographs, pamphlets, contributions to scientific journals, television 
and radio programs, and motion pictures. 

6. It is believed that this question has no application to the opera- 
tions of the Service. 

7. The Service is not a body composed of voting members; action is 
taken by the Surgeon General or other officer acting under delegation 
of authority. 

8 and 9. The regulations of the Service (42 C. F. R. 1.101-1.108) 
set forth the limitations, cite authority, and reflect Service policy. 


Part V. WoRKLOAD AND STAFFING PATTERNS 


It would appear that this inquiry is intended to apply to formal 
rulemaking and adjudication proceedings, of a type for which there is 
little statutory provision in connection with operations of the Service 
and for which occasions for its invocation are extremely rare. See, 
as to rulemaking, introductory statement in reply to part I, and replies 
to question 1 and question 14 (c) and (f). As to adjudication, and 
relative time required for adjudication and rulemaking, see reply to 
part IT, questions 1, 3, 5, 14, 21, 29, 30. 

No personnel in the Service is assigned specifically to rulemaking or 
adjudication functions as such. The importance of the grant function 
in various programs of the Service has previously been indicated. 
See reply to part I, question 1. 

Information on personnel engaged in the grant programs, or in 
other programs in which rulemaking and adjudication are incidental 
activities, can be furnished if the committee desires. Also, informa- 
tion can be furnished as to number of personnel in various classes in 
the Service generally. Legal services are furnished to the Service by 
the Office of the General Counsel. 
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vT —- « 
Part VI. Unirormiry or ADMINISTRATIVE PROCEDURE 


1 and 2. Specific statutory provisions applicable to the Service and 
differing from other agencies make uniformity as a goal quite un- 
tenable. Effort has been made to conform procedures to the require- 
ments of the Administrative Procedure Act and, in areas open to dis- 
cretion, to adapt desirable features in the practice of other agencies to 
Service needs, to the extent that they appear to have merit for such 
purpose. 

3. To a very large extent. The basic Public Health Service Act 
and Federal Water Pollution Control Act particularly are highly 
specific as to procedures applicable in the administration of many 
functions of the Service. See, generally, reply to part III, question 1. 


Parr VII. Ruxes ror Apmission To PRACTICE AND FOR AVOIDANCE OF 
ConFLict oF INTERESTS 
None. 


Part VIL. Exemptions From tHe ADMINISTRATIVE Procepure Act 


There is no express exemption of any function of the Service from 
any provision of the Administrative Procedure Act. Administrative 
Procedure Act requirements are followed to the extent of their appli- 
cation or Galtdicatonkion to particular situations (for example, the 

ublic rulemaking requirements of section 4 of the Administrative 

rocedure Act are not applicable to regulations involving grants to 
States) and consistency with specific statutory requirements (for 
example, conduct of hearings by boards of medical examiners, in con- 
nection with the medical examination of aliens, is governed by 8 
U. S. C. 1224; Public Health Service Regulations, sec. 34.14). 


Part 1X. Courr Decisions AFrectinc AGENCY FUNCTIONS 


The decision in UV. S. Ex rel. Johnson v. Shaughnessy (336 U. S 
806 (1949) ), involved the procedural function of the Service relating 
to medical examination of aliens (see pt. II, question 3, category Ul, 
item (1)), and held in effect that the Service had an ’ adjudicatory 
function in determining the medical issues on an appeal by an alien 
from an initial determination of ineligibility. The court emphasized 
the administrative responsibility for adopting procedures to assure 
compliance with Service regulations governing such appeals (Regula- 
tions, sec. 34.14). As a consequence, more complete instructions were 
issued to make clear to field stations the procedures to be followed. 
(Division of Foreign Quarantine Field Memorandum No, 12, July 22, 
1949, subject: Revised Instructions for the Medical Examination of 
Aliens; superseded by Manual for Medical Examination of Aliens, 
June 1, 1950, revised March 22, 1956, and Form PHS-124 (FQ) 
Class — Medical Certificate. ) 
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Tue Secretary or Heauru, Epucation, AND WELFARE, 
Washington, October 16, 1957. 
Hon. Witi1am L. Dawson, 
Chairman, Committee on Government Operations, 
House of Representatives, Washington 25, D. C. 

Dear Mr. Cuarrman: In accordance with your request, there are 
transmitted to you herewith the answers prepared to the questions 
included in parts IV, V, VI, VII, VIII, and IX of the questionnaire 
on administrative organization, procedure, and practice insofar as 
these relate to the education, vocational ebatititation: public as- 
sistance, Children’s Bureau, and Federal credit union programs. 

Sincerely yours, 
M. B. Fousom, Secretary. 


OFFICE OF EDUCATION 
IY. Inspecrion or REcorps 


The main categories of written submissions voluntarily filed 
with the Office of Education are: (a) State plans; (b) applications 
for grants; (¢) estimates of expenditures; (d) reports of expenditures; 
(e) operation and administration reports; (/) statistical reports. 

There are no documents or reports which are required to be filed 
in the sense that a filing might be compelled by legal process or a 
failure to file might be a reason for the invocation of criminal sane- 
tions. The categories listed in the answer to question 1 relate to 
initial and continued qualification for Federal grants-in-aid that are 
not otherwise required. For statutory citations see answer to part II, 
arte he 

All matters filed with the Office of Education are available for 
inspection to persons properly and directly concerned upon written 
application to the Commissioner of Education, except those matters 
Ww - h for good cause may be held confidential. 

There are no public announcements with respect to matters avail- 
abe for public inspection. 

Public information is supplied in several ways: printed annual 
reports, press releases, statistical and other bulletins, and the official 
magazines of the Office of Education are examples. Upon written 
application by persons properly and directly concerned matters filed 
in the Office of Education or in the regional offices of the Department 
may be inspected in those offices. 

There are no applications or petitions filed with the Office of 
Education which affect the interest of other persons within the sense 
of this question. 


_7. There is no vote taken on the actions before the Office of Educa- 
tion. 
8. and 9. Matters which for good cause are held confidential are not 
available to the public (13 F. R. 7457, sec. 754). Also, classified data 
from the Department of Defense supplied as supporting evidence for 


applications a aid in the program of school assistance for federally 
affected area 
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V. WorKLOAD AND STAFFING PATTERNS 


It would appear that the inquiry in this part is intended to 
diate with respect to agencies which engage in formal rulemaking 
and formal : adjudication } proceedings of types which the Office of Edu- 

cation does not conduct, other than as might be required according to 
the answer to part IT, question 1, items 5, 7, 12, and 17 (with respect 
to which there has been virtually no experience, since there has been 
only 1 formal hearing conducted, and that under item 5). Therefore, 
the questions do not seem to be applicable. No personnel is assigned 
to rulemaking or adjudication functions as such. 
Information on personnel engaged in Office of Education operations 
can be furnished if the committee desires. Legal services are fur- 
nished by the Office of the General Counsel of the Department. 


VI. Untrormiry or ADMINISTRATIVE PROCEDURES 


1 and 2. Since there are no formal proceedings with respect to rule- 
making and adjudication, other than as might be required according 
to the answer to part IT, question 1, items 5, 7, 12, and 17 (with respect 
to which there has been virtually no experience, since there has been 
only 1 formal hearing conducted, and that under item 5), there has 
been no need to make procedures uniform with those of agencies of 
Government which do conduct formal proceedings. Nevertheless, a 
study was made within the Department to ascertain the extent to which 
uniformity might be promoted among the grant-in-aid programs. 
Some limited improvement was accomplished notwithstanding differ- 
ences in statutory authority and requirements. 

3. Interpreting “administrative functions” in the sense of the answer 
to part ITI, question 1, there does not seem to be any specific statutory 
procedures with respect to them. 


VII. Runes ror ADMISSION 


1. There are no rules for admission to practice and for representa- 
tion before the Office of Education. 

2. The Office of Education as such has no rules for avoidance of 
conflicts of interest either for present or former officers and employees. 
However, the Department of Health, Education, and Welfare Per- 
sonnel Guide I describes activities prohibited by statutes, including 
the conflict-of-interest statutes, or by administrative policy. The 
employees of the Office of Education are covered by the provisions of 
this personnel guide. In addition, the Office of Education is issuing 
a supplement to the Personnel Guide which contains interpretations 
and examples of activities pertinent to personnel in the office. 

3 and 4. Provisions common to Government agencies would come 
from Civil Service Commission issuances. Otherwise, the Depart- 
ment has not sought to make these procedures uniform with those of 
other agencies of Government. 
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VIII. Exemptions 


1. Yes, but only by virtue of the provisions of the Administrative 
Procedure Act. 

2. The rulemaking function would appear to be exempt from the 
Administrative Procedure Act by virtue of title 5, United States Code 
Annotated, section 1003 (2), and see answers to part 1, questions 5, 
8,9 (6) and (ce), 11 (@) and 13. 

Adjudication functions described in part II, question 1, items 1, 2, 
3, 4, 6, 8, 9, 10, 11, 13, 14, 15, 16, and 18 do not appear to be in- 
cluded under title 5, United States Code Annotated, section 1004, since 


they are not required by statute to be determined on the record after 
opportunity for hearing. 


IX. Court Decisions 


1-8. No court decisions affecting the Office of Education’s proce- 
dural functions. 


BUREAU OF PUBLIC ASSISTANCE 
IV. Inspection or REcornps 


1. The main categories of written submissions voluntarily filed with 
the Bureau are: (a) State plans; (6) periodic estimates for public 
assistance grants; (¢) periodic expenditure statements; (d¢) State pro- 
gram operation and administration reports; (e) State statistical 
reports. 

2. There are no documents or reports which are required to be filed 
in the sense that a filing might be compelled by legal process or a 
failure to file might be a reason for the invocation of criminal sanc- 
tions. The categories listed in the answer to question 1 relate to initial 
and continued qualification for Federal grants-in-aid. The docu- 
ments included may be considered as “required” for the establishment 
and maintenance of the Federal-State system of public assistance, but 
they are not otherwise required. For statutory citations, see answer 
to part I1, question 1. 

3. All matters filed are available for public inspection except those 
which for good cause might be held confidential. 

4. There are no public announcements with respect to the filing of 
matters available for public inspection. 

5. Final opinion, orders and rules relating to public assistance may 
be inspected at any of the regional offices or at the Federal Office of 
the Bureau. Other official records relating to public assistance are 
made available for inspection upon written application to the Direc- 
tor of the Bureau. 

6. There is no procedure for publicly announcing the filing of appli- 
cations or petitions within the purview of this question. 

7. There is no vote taken on the actions before the Bureau. 

8 and 9. Matters which for good cause are held confidential are not 
available to the public (16 F. R. 4596, secs. 655, 656, and 657). 
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V. WorKLOAD AND STAFFING PATTERNS 


1-5. It would appear that the inquiry in this part is intended to 
apply with respect to agencies which engage in formal rulemaking 
and formal adjudication proceedings of types which the Bureau does 
not conduct, other than as might be required according to the answer 
to part II, question 1, item 3. Therefore the questions do not seem 
to be applicable. No personnel is assigned to rulemaking or adjudi- 
cation functions as such. 

Information on personnel engaged in Bureau operations can be fur- 
nished if the committee desires. Legal services are furnished by the 
Office of the General Counsel of the Department. 


VI. UNtrormity OF ADMINISTRATIVE PROCEDURES 


1 and 2. Since there are no formal proceedings with respect to rule- 
making and adjudication, other than as might be required according 
to the answer to part II, question 1, item 3, there has been no need 
to make Bureau procedures uniform with those of agencies of Gov- 
ernment which do conduct formal proceedings. Nevertheless, a study 
was made within the Department to ascertain the extent to which 
uniformity might be promoted among the grant-in-aid programs. 
Because of differences in statutory authority and requirements only 
limited improvement could be achieved. 

3. Interpreting “administrative functions” in the sense of the answer 
to part III, question 1 there does not seem to be any specific statutory 
procedures with respect to them. 


VIL. Rutes ror Apmisston, Erc. 


1. There are no rules for admission to practice and for representa- 
tion before the Bureau of Public Assistance. 

2. The Bureau of Public Assistance as such has no rules for avoid- 
ance of conflicts of interest either for present or former officers and 
employees. However, the Department of Health, Education, and 
Welfare Personnel Guide I describes activities prohibited by statutes, 
including the “conflict of interest statutes,’ or by administrative 
policy. The employees of the Bureau are covered by the provisions of 
this personnel guide. 

3 and 4. Provisions common to Government agencies would come 
from Civil Service Commission issuances. Otherwise, the Department 
has not sought to make these procedures uniform with those of other 
agencies of Government. 


VIII. Exemprions 


1. Yes, but only as provided by the Administrative Procedure Act. 

2. The rulemaking function would appear to be exempt from the 
Administrative Procedure Act by virtue of title 5, United States Code 
Annotated, section 1003 (2) and see answers to part I, questions 5, 
8, and 9 (b) and (c). 

Adjudication functions described in part IT, question 1, items 1 and 
2 do not appear to be included under title 5, United States Code 
Annotated, section 1004 since they are not required by statute to be 
determined on the record after opportunity for hearing. 
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IX. Court Decisions 


1-3. No court decisions affecting the Bureau of Public Assistance’s 
procedural functions. 


OFFICE OF VOCATIONAL REHABILITATION 
IV. Inspection or Recorps 


1. The main categories of written submissions voluntarily filed 
with the Office of Vocational Rehabilitation are: (a) State plans; (d) 
State program operation and administration reports: (c) State fiscal 
estimates and reports; (d) State statistical reports; (e) Applications 
for designation as licensing agency under Randolph- Sheppard pro- 
gram. 

There are no documents or reports which are required to be filed 
in “the sense that a ae a be compelled by legal process or a 
failure to file might be sason for the invocation of criminal sanc- 
tions. The categories listed in the answer to question 1 relate to initial 
and continued qualification for Federal grants, designation, etc. Such 
documents may be considered as “ required” for the establishment and 
maintenance of the Federal-State vocational rehabilitation programs. 
But they are not otherwise required. For statutory citations see an- 
swer to part IT, qu -stion 1. 

Official records are available for inspection to persons properly 
and directly concerned, except matters which for good cause might 
be considered confidential. 

There are no public announcements with respect to the filing of 
matters available for public inspection. 

5. Upon approval of written application to inspect official records, 
the records would be available at the central office in Washington or 
in the regional offices. 

There is no procedure for publicly announcing the filing of ap- 
plications or petitions within the purview of this question. 

. There is no vote taken on actions before the Office of Vocational 
Rehabilitation. 

8 and 9. Matters which for good cause are held to be confidential are 
not available to the public (11 F. R. 177A-547, sees. 605.3, 605.4, 605.5, 
as redesignated, 13 F. R. 7790). 


V. WoRrRKLOAD AND STAFFING PATTERNS 


. It would appear that the inquiry in this part is intended to 
Be with respect to agencies which engage in formal rulemaking 
and formal adjudic ation 1 proceedings of types which the Office of Vo- 
cational Rehabilitation does not conduct, other than as might be re- 
quired according to the answer to part II, question 1, item 4 and item 7. 
Therefore, the questions do not seem to be applicable. No personnel is 
assigned to rulemaking or adjudication functions as such. 
Information on personnel engaged in the Office of Vocational Reha- 
bilitation operations can be furnished if the committee desires. Legal 


services are furnished by the Office of the General Counsel of the 
Department. 
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VI. Untrormiry or ADMINISTRATIVE PROCEDURES 


1 and 2. Since there are no formal proceedings with respect to rule- 
making and adjudication, other than as might be required according 
to the answer to part IT, question 1, item 4 and item 7, there has been 
no need to make the Office of Vocational Rehabilitation procedures 
uniform with those of agencies of Government which do conduct for- 
mal proceedings. Nevertheless, a study was made within the Depart- 
ment to ascertain the extent to which uniformity might be promoted 
among the grant-in-aid programs. Because of differences in statutory 
authority and requirements only some improvement was able to be 
achieved. 

3. Interpreting “administrative functions” in the sense of the an- 
swer to part ITI, question 1, there do not seem to be any specific statu- 
tory procedures with respect to them. 


VII. Rutwes ror ADMISSION, ETC. 


1. There are no rules for admission to practice and for representa- 
tion before the Office of Vocational Rehabilitation. 

2. The employees of the Office of Vocational Rehabilitation are cov- 
ered by the provisions of the Department of Health, Education, and 
Welfare personnel guide I which describes activities prohibited by 
statutes, including the conflict-of-interest statutes or by administrative 
policy, for present or former officers and employees. The Office of 
Vocational Rehabilitation has no additional rules for avoidance of 
conflicts of interest. 

3 and 4. Provisions common to Government agencies would come 
from Civil Service Commission issuances. Otherwise, the Depart- 
ment has not sought to make these procedures uniform with those of 
other agencies of Government. 


VIII. Exemprions 


1. Yes, but only as provided in the Administrative Procedure Act it- 
self. 

2. The rulemaking function would appear to be exempt from the 
Administrative Procedure Act by virtue of title 5, United States Code 
Annotated, section 1003 (2), and see answers to part I, questions 5, 
9(b),9 (c),and 11 (a). 

The adjudication functions described in the answer to part IT, ques- 
tion 1, items 1, 2, 3, 5, and 6, do not appear to be included under title 5, 
United States Code Annotated, section 1004, since they are not re- 
quired by statute to be determined on the record after opportunity for 
hearing. 


TX. Court Decisions 


1-3. No court decisions affecting the Office of Vocational Rehabili- 
tion’s procedural functions. 
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CHILDREN’S BUREAU 
IV. Inspection or Recorps 


1. The main categories of written submissions voluntarily filed are 
(a) State plans, (b) report, and (¢) budgets. 

2. There are no documents or reports which are required to be filed 
in the sense that a failure to file would be a violation of law. The (a) 
and (b) categories listed in the answer to question 1 may have to be 
filed in order for a State to qualify for Federal grants but they are not 
otherwise required. 

3. Official records are available for inspection to persons properly 
and directly concerned except those which for good cause might be 
considered confidential. 

4. There are no public announcements with respect to the filing of 
matters available for public inspection. 

5. Requests for information and advice are answered by interview, 
yg. publications, and consultation service. 

There are no public announcements with respect to the filing of 
saiia ations or petitions which may affect the interest of other persons. 
T Bureau does not receive such applications or petitions. 

There is no vote taken on actions before the Children’s Bureau. 

3 and 9. Matters which for good cause found are held to be confiden- 
tial are not available to the public (13 F. R. 7760, secs. 405, 406, and 
407). 

V. WorkLoap anp Srarrine Patrerns 


1 through 5. It would appear that the inquiry in this part is intended 
to apply with respect to agencies which engage in formal rulemaking 
and formal adjudication proceedings of types which the Bureau does 
not conduct, other than as might be required according to the answer to 
part II, question 1, item 6. Therefore the questions do not seem to be 
applicable. No personnel is assigned to rulemaking or adjudication 
functions as such. 

Information on personnel engaged in Bureau operations can be fur- 
nished if the committee desires. Legal services are furnished by the 
Office of the General Counsel of the Department. 


VI. Untrormitry or ADMINISTRATIVE PROCEDURES 


1 and 2. Since there are no formal proceedings with respect to rule- 
making and adjudication, other than as might be required according to 
the answer to part IT, question 1, item 6, there has been no need to make 
Bureau procedures uniform with those of agencies of Government 
which do conduct formal proceedings. Nevertheless, a study was 
made within the Department to ascertain the extent to which uniform- 
ity might be promoted among the grant-in-aid programs. Some 
limited i improvement was accomplished notwithstanding differences in 
statutory authority and requirements. 
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VII. Rutes ror Apmisston, Etc. 


1. There are no rules for admission to practice and for representa- 
tion before the Bureau. 

2. Children’s Bureau, as such, has no rules for avoidance of conflicts 
of interest, either for present or "former officers and employees. How- 
ever, the Department personnel guide 1 describes activities prohibited 
by statutes, including the conflict-of-interest statutes, or by adminis- 
trative policy. The employ ees of the Bureau are covered by the provi- 
sions of this personnel guide. 

3 and 4. Provisions common to Government agencies would come 
from Civil Service Commission issuances. Otherwise, the Depart- 
ment has not sought to make these procedures uniform with those of 
other agencies of Government. 


VIII. Exemptions 


1. Yes, but only as provided in the Administrative Procedure Act. 

2. The rulemaking function would appear to be exempt from the 
Administrative Procedure Act by virtue of title 5, United States Code 
Annotated, section 1003 (2), and see answers to part I, questions 3, 4, 
5, 6, 8, and 13. 

The adjudication functions described in the answer to part IT, ques- 
tion 1, items 1 through 5, do not appear to be included under title 5, 
United States Code Annotated, section 1004 since they are not required 
by statute to be determined on the record after opportunity for 
hearing. 

IX. Courr Dectstons 


1-3. No court decisions affecting Children’s Bureau procedural 
functions. 


Bureau or Feperat Crepir Unions 
TY. Inspecrion or Recorps 


1. The main categories of written submissions voluntarily filed with 
the Bureau are: (a) Certificates of organization and (b) proposed by- 
laws. 

2. The documents or reports required to be filed are: f%) financial 
reports (12 U.S. C. 1756) ; (b) election reports (12 U.S. C. 1761a) ; 
(c) audit reports (45 C. F. R. 301.12); (d) financial and statistical 
reports (45 C. F. R. 301.13). 

3. Records and information of the Bureau are declared to be con- 
fidential and are disclosed in accordance with the provisions of title 
45, Code of Federal Regulations, section 320.4. 

4, There are no public announcements with respect to matters avail- 
able for public inspection. 

5. Records and information of the Bureau may be disclosed to any 
person properly and directly concerned upon a verified, written appli- 
cation showing substantial interest in the said record or information 
if the Director of the Bureau finds that such disclosure is not con- 
trary to the public interest or to any Federal law, rule, regulation or 
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directive of the executive branch of the Federal Government (45 
C. F. R. 320.4 (c)). 

6. There are no applications or petitions filed with the Bureau 
which affect the interest of other persons within the sense of this 
question. 

7. There is no vote taken on questions before the Bureau. 

8. None of the records and information of the Bureau are available 
to the public except as permitted by the regulations. See answer to 
question 3 and question 5 above. 


9. Examination reports—Statute and regulations. 


V. WorKLOAD AND STAFFING PATTERNS 


1-5. It would appear that the inquiry in this part is intended to 
apply with respect to agencies which engage in formal rulemaking and 
formal adjudication proceedings of types which the Bureau does not 
conduct. Therefore, the questions do not seem to be applicable. No 
personnel is assigned to rulemaking or adjudication functions as 
such. 

Information on personnel engaged in Bureau operations can be 
furnished if the committee desires. Legal services are furnished by 
the Office of General Counsel of the Department. 


VI. Untrormitry or ADMINISTRATIVE PROCEDURE 


1 and 2. Since there are no formal proceedings with respect to rule- 
making and adjudication there has been no need to make Bureau pro- 
cedures uniform with those of agencies of Government which do con- 
duct formal proceedings. 

3. Interpreting “administrative functions” in the sense of the 
answer to part TIT, question 1, there does not seem to be any specific 
statutory procedures with respect to them. 


VII. Routes ror Apmission, Erc. 


1. There are no rules for admission to practice and for representa- 
tion before the Bureau. 

2. The Bureau as such has no published rules for avoidance of 
conflicts of interest either for present or former officers and employees. 
However, the Department personnel guide I describes activities pro- 
hibited by statues, including the conflict-of-interest statutes, or by 
administrative policy. The employees of the Bureau are covered by 
the provisions of this personnel guide. Moreover, in a memorandum 
to all Bureau employees from the Director they are forbidden to 
participate actively in the mangement of Federal credit unions of 
which they may be members. 

3 and 4. Provisions common to Government agencies would come 
from Civil Service Commission issuances. Otherwise, the Department 
has not sought to make procedures uniform with those of other agen- 
cies of Government. 
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VIII. Exemptions 


1. Yes, but only as provided in the Administrative Procedure Act. 

2. Adjudication functions described in part II, question 1, do not 
appear to be included under title 5, United States Code, section 1004, 
since they are not required by statute to be determined on the record 


after opportunity for hearing. 


LX. Court DEcistons 


1-3. No court decisions affecting the Bureau’s procedural functions. 


Xx 





